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amount to amortize the loan through 
the final year of the life of the loan. 
Principal repayment during the first 60 
months of operation could be deferred 
with payment of interest only during 
that period. The Secretary could set 
rates of interest for each disbursement 
at a rate comparable to the rate of in-
terest prevailing on the date of dis-
bursement for marketable obligations 
of the United States of comparable ma-
turities, adjusted to provide for appro-
priate administrative charges. 

[59 FR 49842, Sept. 30, 1994] 

§ 417.940 Civil action to enforce com-
pliance with assurances. 

The provisions of § 417.163(g) apply to 
entities that have outstanding loans or 
loan guarantees administered under 
this subpart. 

[59 FR 49843, Sept. 30, 1994] 

PART 418—HOSPICE CARE 

Subpart A—General Provision and 
Definitions 

Sec. 
418.1 Statutory basis. 
418.2 Scope of part. 
418.3 Definitions. 

Subpart B—Eligibility, Election and Duration 
of Benefits 

418.20 Eligibility requirements. 
418.21 Duration of hospice care coverage— 

Election periods. 
418.22 Certification of terminal illness. 
418.24 Election of hospice care. 
418.25 Admission to hospice care. 
418.26 Discharge from hospice care. 
418.28 Revoking the election of hospice care. 
418.30 Change of the designated hospice. 

Subpart C—Conditions of Participation: 
Patient Care 

418.52 Condition of participation: Patient’s 
rights. 

418.54 Condition of participation: Initial and 
comprehensive assessment of the patient. 

418.56 Condition of participation: Inter-
disciplinary group, care planning, and co-
ordination of services. 

418.58 Condition of participation: Quality 
assessment and performance improve-
ment. 

418.60 Condition of participation: Infection 
control. 

418.62 Condition of participation: Licensed 
professional services. 

CORE SERVICES 

418.64 Condition of participation: Core serv-
ices. 

418.66 Condition of participation: Nursing 
services waiver of requirement that sub-
stantially all nursing services be rou-
tinely provided directly by a hospice. 

NON-CORE SERVICES 

418.70 Condition of participation: Fur-
nishing of non-core services. 

418.72 Condition of participation: Physical 
therapy, occupational therapy, and 
speech-language pathology. 

418.74 Waiver of requirement—Physical 
therapy, occupational therapy, speech- 
language pathology and dietary coun-
seling. 

418.76 Condition of participation: Hospice 
aide and homemaker services. 

418.78 Condition of participation: Volun-
teers. 

Subpart D—Conditions of Participation: 
Organizational Environment 

418.100 Condition of participation: Organiza-
tion and administration of services. 

418.102 Condition of participation: Medical 
director. 

418.104 Condition of participation: Clinical 
records. 

418.106 Condition of participation: Drugs 
and biologicals, medical supplies, and du-
rable medical equipment. 

418.108 Condition of participation: Short- 
term inpatient care. 

418.110 Condition of participation: Hospices 
that provide inpatient care directly. 

418.112 Condition of participation: Hospices 
that provide hospice care to residents of 
a SNF/NF or ICF/IID. 

418.114 Condition of participation: Per-
sonnel qualifications. 

418.116 Condition of participation: Compli-
ance with Federal, State, and local laws 
and regulations related to the health and 
safety of patients. 

Subpart E [Reserved] 

Subpart F—Covered Services 

418.200 Requirements for coverage. 
418.202 Covered services. 
418.204 Special coverage requirements. 
418.205 Special requirements for hospice 

pre-election evaluation and counseling 
services. 

Subpart G—Payment for Hospice Care 

418.301 Basic rules. 
418.302 Payment procedures for hospice 

care. 
418.304 Payment for physician and nurse 

practitioner services. 
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418.306 Determination of payment rates. 
418.307 Periodic interim payments. 
418.308 Limitation on the amount of hospice 

payments. 
418.309 Hospice aggregate cap. 
418.310 Reporting and recordkeeping re-

quirements. 
418.311 Administrative appeals. 

Subpart H—Coinsurance 

418.400 Individual liability for coinsurance 
for hospice care. 

418.402 Individual liability for services that 
are not considered hospice care. 

418.405 Effect of coinsurance liability on 
Medicare payment. 

AUTHORITY: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C. 1302 and 1395hh). 

SOURCE: 48 FR 56026, Dec. 16, 1983, unless 
otherwise noted. 

Subpart A—General Provision and 
Definitions 

§ 418.1 Statutory basis. 
This part implements section 1861(dd) 

of the Social Security Act (the Act). 
Section 1861(dd) of the Act specifies 
services covered as hospice care and 
the conditions that a hospice program 
must meet in order to participate in 
the Medicare program. Section 1861(dd) 
also specifies limitations on coverage 
of, and payment for, inpatient hospice 
care. The following sections of the Act 
are also pertinent: 

(a) Sections 1812(a) (4) and (d) of the 
Act specify eligibility requirements for 
the individual and the benefit periods. 

(b) Section 1813(a)(4) of the Act speci-
fies coinsurance amounts. 

(c) Sections 1814(a)(7) and 1814(i) of 
the Act contain conditions and limita-
tions on coverage of, and payment for, 
hospice care. 

(d) Sections 1862(a) (1), (6) and (9) of 
the Act establish limits on hospice cov-
erage. 

[48 FR 56026, Dec. 16, 1983, as amended at 57 
FR 36017, Aug. 12, 1992; 74 FR 39413, Aug. 6, 
2009] 

§ 418.2 Scope of part. 
Subpart A of this part sets forth the 

statutory basis and scope and defines 
terms used in this part. Subpart B 
specifies the eligibility and election re-
quirements and the benefit periods. 
Subparts C and D specify the condi-

tions of participation for hospices. Sub-
part E is reserved for future use. Sub-
parts F and G specify coverage and 
payment policy. Subpart H specifies 
coinsurance amounts applicable to hos-
pice care. 

[74 FR 39413, Aug. 6, 2009] 

§ 418.3 Definitions. 
For purposes of this part— 
Attending physician means a— 
(1)(i) Doctor of medicine or osteop-

athy legally authorized to practice 
medicine and surgery by the State in 
which he or she performs that function 
or action; or 

(ii) Nurse practitioner who meets the 
training, education, and experience re-
quirements as described in § 410.75 (b) of 
this chapter. 

(2) Is identified by the individual, at 
the time he or she elects to receive 
hospice care, as having the most sig-
nificant role in the determination and 
delivery of the individual’s medical 
care. 

Bereavement counseling means emo-
tional, psychosocial, and spiritual sup-
port and services provided before and 
after the death of the patient to assist 
with issues related to grief, loss, and 
adjustment. 

Cap period means the twelve-month 
period ending October 31 used in the 
application of the cap on overall hos-
pice reimbursement specified in 
§ 418.309. 

Clinical note means a notation of a 
contact with the patient and/or the 
family that is written and dated by any 
person providing services and that de-
scribes signs and symptoms, treat-
ments and medications administered, 
including the patient’s reaction and/or 
response, and any changes in physical, 
emotional, psychosocial or spiritual 
condition during a given period of 
time. 

Comprehensive assessment means a 
thorough evaluation of the patient’s 
physical, psychosocial, emotional and 
spiritual status related to the terminal 
illness and related conditions. This in-
cludes a thorough evaluation of the 
caregiver’s and family’s willingness 
and capability to care for the patient. 

Dietary counseling means education 
and interventions provided to the pa-
tient and family regarding appropriate 
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nutritional intake as the patient’s con-
dition progresses. Dietary counseling is 
provided by qualified individuals, 
which may include a registered nurse, 
dietitian or nutritionist, when identi-
fied in the patient’s plan of care. 

Employee means a person who: 
(1) Works for the hospice and for 

whom the hospice is required to issue a 
W–2 form on his or her behalf; 

(2) If the hospice is a subdivision of 
an agency or organization, an em-
ployee of the agency or organization 
who is assigned to the hospice; or 

(3) Is a volunteer under the jurisdic-
tion of the hospice. 

Hospice means a public agency or pri-
vate organization or subdivision of ei-
ther of these that is primarily engaged 
in providing hospice care as defined in 
this section. 

Hospice care means a comprehensive 
set of services described in 1861(dd)(1) 
of the Act, identified and coordinated 
by an interdisciplinary group to pro-
vide for the physical, psychosocial, 
spiritual, and emotional needs of a ter-
minally ill patient and/or family mem-
bers, as delineated in a specific patient 
plan of care. 

Initial assessment means an evalua-
tion of the patient’s physical, psycho-
social and emotional status related to 
the terminal illness and related condi-
tions to determine the patient’s imme-
diate care and support needs. 

Licensed professional means a person 
licensed to provide patient care serv-
ices by the State in which services are 
delivered. 

Multiple location means a Medicare- 
approved location from which the hos-
pice provides the same full range of 
hospice care and services that is re-
quired of the hospice issued the certifi-
cation number. A multiple location 
must meet all of the conditions of par-
ticipation applicable to hospices. 

Palliative care means patient and fam-
ily-centered care that optimizes qual-
ity of life by anticipating, preventing, 
and treating suffering. Palliative care 
throughout the continuum of illness 
involves addressing physical, intellec-
tual, emotional, social, and spiritual 
needs and to facilitate patient auton-
omy, access to information, and choice. 

Physician means an individual who 
meets the qualifications and conditions 

as defined in section 1861(r) of the Act 
and implemented at § 410.20 of this 
chapter. 

Physician designee means a doctor of 
medicine or osteopathy designated by 
the hospice who assumes the same re-
sponsibilities and obligations as the 
medical director when the medical di-
rector is not available. 

Representative means an individual 
who has the authority under State law 
(whether by statute or pursuant to an 
appointment by the courts of the 
State) to authorize or terminate med-
ical care or to elect or revoke the elec-
tion of hospice care on behalf of a ter-
minally ill patient who is mentally or 
physically incapacitated. This may in-
clude a legal guardian. 

Restraint means—(1) Any manual 
method, physical or mechanical device, 
material, or equipment that immo-
bilizes or reduces the ability of a pa-
tient to move his or her arms, legs, 
body, or head freely, not including de-
vices, such as orthopedically prescribed 
devices, surgical dressings or bandages, 
protective helmets, or other methods 
that involve the physical holding of a 
patient for the purpose of conducting 
routine physical examinations or tests, 
or to protect the patient from falling 
out of bed, or to permit the patient to 
participate in activities without the 
risk of physical harm (this does not in-
clude a physical escort); or 

(2) A drug or medication when it is 
used as a restriction to manage the pa-
tient’s behavior or restrict the pa-
tient’s freedom of movement and is not 
a standard treatment or dosage for the 
patient’s condition. 

Seclusion means the involuntary con-
finement of a patient alone in a room 
or an area from which the patient is 
physically prevented from leaving. 

Social worker means a person who has 
at least a bachelor’s degree from a 
school accredited or approved by the 
Council on Social Work Education. 

Terminally ill means that the indi-
vidual has a medical prognosis that his 
or her life expectancy is 6 months or 
less if the illness runs its normal 
course. 

[48 FR 56026, Dec. 16, 1983, as amended at 52 
FR 4499, Feb. 12, 1987; 50 FR 50834, Dec. 11, 
1990; 70 FR 45144, Aug. 4, 2005; 72 FR 50227, 
Aug. 31, 2007; 73 FR 32204, June 5, 2008] 
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Subpart B—Eligibility, Election and 
Duration of Benefits 

§ 418.20 Eligibility requirements. 
In order to be eligible to elect hos-

pice care under Medicare, an individual 
must be— 

(a) Entitled to Part A of Medicare; 
and 

(b) Certified as being terminally ill in 
accordance with § 418.22. 

§ 418.21 Duration of hospice care cov-
erage—Election periods. 

(a) Subject to the conditions set 
forth in this part, an individual may 
elect to receive hospice care during one 
or more of the following election peri-
ods: 

(1) An initial 90-day period; 
(2) A subsequent 90-day period; or 
(3) An unlimited number of subse-

quent 60-day periods. 
(b) The periods of care are available 

in the order listed and may be elected 
separately at different times. 

[55 FR 50834, Dec. 11, 1990, as amended at 57 
FR 36017, Aug. 12, 1992; 70 FR 70546, Nov. 22, 
2005] 

§ 418.22 Certification of terminal ill-
ness. 

(a) Timing of certification—(1) General 
rule. The hospice must obtain written 
certification of terminal illness for 
each of the periods listed in § 418.21, 
even if a single election continues in 
effect for an unlimited number of peri-
ods, as provided in § 418.24(c). 

(2) Basic requirement. Except as pro-
vided in paragraph (a)(3) of this sec-
tion, the hospice must obtain the writ-
ten certification before it submits a 
claim for payment. 

(3) Exceptions. (i) If the hospice can-
not obtain the written certification 
within 2 calendar days, after a period 
begins, it must obtain an oral certifi-
cation within 2 calendar days and the 
written certification before it submits 
a claim for payment. 

(ii) Certifications may be completed 
no more than 15 calendar days prior to 
the effective date of election. 

(iii) Recertifications may be com-
pleted no more than 15 calendar days 
prior to the start of the subsequent 
benefit period. 

(4) Face-to-face encounter. As of Janu-
ary 1, 2011, a hospice physician or hos-
pice nurse practitioner must have a 
face-to-face encounter with each hos-
pice patient whose total stay across all 
hospices is anticipated to reach the 3rd 
benefit period. The face-to-face encoun-
ter must occur prior to, but no more 
than 30 calendar days prior to, the 3rd 
benefit period recertification, and 
every benefit period recertification 
thereafter, to gather clinical findings 
to determine continued eligibility for 
hospice care. 

(b) Content of certification. Certifi-
cation will be based on the physician’s 
or medical director’s clinical judgment 
regarding the normal course of the in-
dividual’s illness. The certification 
must conform to the following require-
ments: 

(1) The certification must specify 
that the individual’s prognosis is for a 
life expectancy of 6 months or less if 
the terminal illness runs its normal 
course. 

(2) Clinical information and other 
documentation that support the med-
ical prognosis must accompany the cer-
tification and must be filed in the med-
ical record with the written certifi-
cation as set forth in paragraph (d)(2) 
of this section. Initially, the clinical 
information may be provided verbally, 
and must be documented in the med-
ical record and included as part of the 
hospice’s eligibility assessment. 

(3) The physician must include a brief 
narrative explanation of the clinical 
findings that supports a life expectancy 
of 6 months or less as part of the cer-
tification and recertification forms, or 
as an addendum to the certification 
and recertification forms. 

(i) If the narrative is part of the cer-
tification or recertification form, then 
the narrative must be located imme-
diately prior to the physician’s signa-
ture. 

(ii) If the narrative exists as an ad-
dendum to the certification or recer-
tification form, in addition to the phy-
sician’s signature on the certification 
or recertification form, the physician 
must also sign immediately following 
the narrative in the addendum. 

(iii) The narrative shall include a 
statement directly above the physician 
signature attesting that by signing, 
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the physician confirms that he/she 
composed the narrative based on his/ 
her review of the patient’s medical 
record or, if applicable, his/her exam-
ination of the patient. 

(iv) The narrative must reflect the 
patient’s individual clinical cir-
cumstances and cannot contain check 
boxes or standard language used for all 
patients. 

(v) The narrative associated with the 
3rd benefit period recertification and 
every subsequent recertification must 
include an explanation of why the clin-
ical findings of the face-to-face encoun-
ter support a life expectancy of 6 
months or less. 

(4) The physician or nurse practi-
tioner who performs the face-to-face 
encounter with the patient described in 
paragraph (a)(4) of this section must 
attest in writing that he or she had a 
face-to-face encounter with the pa-
tient, including the date of that visit. 
The attestation of the nurse practi-
tioner or a non-certifying hospice phy-
sician shall state that the clinical find-
ings of that visit were provided to the 
certifying physician for use in deter-
mining continued eligibility for hos-
pice care. 

(5) All certifications and recertifi-
cations must be signed and dated by 
the physician(s), and must include the 
benefit period dates to which the cer-
tification or recertification applies. 

(c) Sources of certification. (1) For the 
initial 90-day period, the hospice must 
obtain written certification statements 
(and oral certification statements if re-
quired under paragraph (a)(3) of this 
section) from— 

(i) The medical director of the hos-
pice or the physician member of the 
hospice interdisciplinary group; and 

(ii) The individual’s attending physi-
cian, if the individual has an attending 
physician. The attending physician 
must meet the definition of physician 
specified in § 410.20 of this subchapter. 

(2) For subsequent periods, the only 
requirement is certification by one of 
the physicians listed in paragraph 
(c)(1)(i) of this section. 

(d) Maintenance of records. Hospice 
staff must— 

(1) Make an appropriate entry in the 
patient’s medical record as soon as 
they receive an oral certification; and 

(2) File written certifications in the 
medical record. 

[55 FR 50834, Dec. 11, 1990, as amended at 57 
FR 36017, Aug. 12, 1992; 70 FR 45144, Aug. 4, 
2005; 70 FR 70547, Nov. 22, 2005; 74 FR 39413, 
Aug. 6, 2009; 75 FR 70463, Nov. 17, 2010; 76 FR 
47331, Aug. 4, 2011] 

§ 418.24 Election of hospice care. 

(a) Filing an election statement. An in-
dividual who meets the eligibility re-
quirement of § 418.20 may file an elec-
tion statement with a particular hos-
pice. If the individual is physically or 
mentally incapacitated, his or her rep-
resentative (as defined in § 418.3) may 
file the election statement. 

(b) Content of election statement. The 
election statement must include the 
following: 

(1) Identification of the particular 
hospice that will provide care to the in-
dividual. 

(2) The individual’s or representa-
tive’s acknowledgement that he or she 
has been given a full understanding of 
the palliative rather than curative na-
ture of hospice care, as it relates to the 
individual’s terminal illness. 

(3) Acknowledgement that certain 
Medicare services, as set forth in para-
graph (d) of this section, are waived by 
the election. 

(4) The effective date of the election, 
which may be the first day of hospice 
care or a later date, but may be no ear-
lier than the date of the election state-
ment. 

(5) The signature of the individual or 
representative. 

(c) Duration of election. An election to 
receive hospice care will be considered 
to continue through the initial election 
period and through the subsequent 
election periods without a break in 
care as long as the individual— 

(1) Remains in the care of a hospice; 
(2) Does not revoke the election; and 
(3) Is not discharged from the hospice 

under the provisions of § 418.26. 
(d) Waiver of other benefits. For the 

duration of an election of hospice care, 
an individual waives all rights to Medi-
care payments for the following serv-
ices: 

(1) Hospice care provided by a hospice 
other than the hospice designated by 
the individual (unless provided under 
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arrangements made by the designated 
hospice). 

(2) Any Medicare services that are re-
lated to the treatment of the terminal 
condition for which hospice care was 
elected or a related condition or that 
are equivalent to hospice care except 
for services— 

(i) Provided by the designated hos-
pice: 

(ii) Provided by another hospice 
under arrangements made by the des-
ignated hospice; and 

(iii) Provided by the individual’s at-
tending physician if that physician is 
not an employee of the designated hos-
pice or receiving compensation from 
the hospice for those services. 

(e) Re-election of hospice benefits. If an 
election has been revoked in accord-
ance with § 418.28, the individual (or his 
or her representative if the individual 
is mentally or physically incapaci-
tated) may at any time file an election, 
in accordance with this section, for any 
other election period that is still avail-
able to the individual. 

[55 FR 50834, Dec. 11, 1990, as amended at 70 
FR 70547, Nov. 22, 2005] 

§ 418.25 Admission to hospice care. 

(a) The hospice admits a patient only 
on the recommendation of the medical 
director in consultation with, or with 
input from, the patient’s attending 
physician (if any). 

(b) In reaching a decision to certify 
that the patient is terminally ill, the 
hospice medical director must consider 
at least the following information: 

(1) Diagnosis of the terminal condi-
tion of the patient. 

(2) Other health conditions, whether 
related or unrelated to the terminal 
condition. 

(3) Current clinically relevant infor-
mation supporting all diagnoses. 

[70 FR 70547, Nov. 22, 2005] 

§ 418.26 Discharge from hospice care. 

(a) Reasons for discharge. A hospice 
may discharge a patient if— 

(1) The patient moves out of the hos-
pice’s service area or transfers to an-
other hospice; 

(2) The hospice determines that the 
patient is no longer terminally ill; or 

(3) The hospice determines, under a 
policy set by the hospice for the pur-
pose of addressing discharge for cause 
that meets the requirements of para-
graphs (a)(3)(i) through (a)(3)(iv) of this 
section, that the patient’s (or other 
persons in the patient’s home) behavior 
is disruptive, abusive, or uncooperative 
to the extent that delivery of care to 
the patient or the ability of the hospice 
to operate effectively is seriously im-
paired. The hospice must do the fol-
lowing before it seeks to discharge a 
patient for cause: 

(i) Advise the patient that a dis-
charge for cause is being considered; 

(ii) Make a serious effort to resolve 
the problem(s) presented by the pa-
tient’s behavior or situation; 

(iii) Ascertain that the patient’s pro-
posed discharge is not due to the pa-
tient’s use of necessary hospice serv-
ices; and 

(iv) Document the problem(s) and ef-
forts made to resolve the problem(s) 
and enter this documentation into its 
medical records. 

(b) Discharge order. Prior to dis-
charging a patient for any reason listed 
in paragraph (a) of this section, the 
hospice must obtain a written physi-
cian’s discharge order from the hospice 
medical director. If a patient has an at-
tending physician involved in his or 
her care, this physician should be con-
sulted before discharge and his or her 
review and decision included in the dis-
charge note. 

(c) Effect of discharge. An individual, 
upon discharge from the hospice during 
a particular election period for reasons 
other than immediate transfer to an-
other hospice— 

(1) Is no longer covered under Medi-
care for hospice care; 

(2) Resumes Medicare coverage of the 
benefits waived under § 418.24(d); and 

(3) May at any time elect to receive 
hospice care if he or she is again eligi-
ble to receive the benefit. 

(d) Discharge planning. (1) The hospice 
must have in place a discharge plan-
ning process that takes into account 
the prospect that a patient’s condition 
might stabilize or otherwise change 
such that the patient cannot continue 
to be certified as terminally ill. 
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(2) The discharge planning process 
must include planning for any nec-
essary family counseling, patient edu-
cation, or other services before the pa-
tient is discharged because he or she is 
no longer terminally ill. 

[70 FR 70547, Nov. 22, 2005] 

§ 418.28 Revoking the election of hos-
pice care. 

(a) An individual or representative 
may revoke the individual’s election of 
hospice care at any time during an 
election period. 

(b) To revoke the election of hospice 
care, the individual or representative 
must file a statement with the hospice 
that includes the following informa-
tion: 

(1) A signed statement that the indi-
vidual or representative revokes the in-
dividual’s election for Medicare cov-
erage of hospice care for the remainder 
of that election period. 

(2) The date that the revocation is to 
be effective. (An individual or rep-
resentative may not designate an effec-
tive date earlier than the date that the 
revocation is made). 

(c) An individual, upon revocation of 
the election of Medicare coverage of 
hospice care for a particular election 
period— 

(1) Is no longer covered under Medi-
care for hospice care; 

(2) Resumes Medicare coverage of the 
benefits waived under § 418.24(e)(2); and 

(3) May at any time elect to receive 
hospice coverage for any other hospice 
election periods that he or she is eligi-
ble to receive. 

§ 418.30 Change of the designated hos-
pice. 

(a) An individual or representative 
may change, once in each election pe-
riod, the designation of the particular 
hospice from which hospice care will be 
received. 

(b) The change of the designated hos-
pice is not a revocation of the election 
for the period in which it is made. 

(c) To change the designation of hos-
pice programs, the individual or rep-
resentative must file, with the hospice 
from which care has been received and 
with the newly designated hospice, a 
statement that includes the following 
information: 

(1) The name of the hospice from 
which the individual has received care 
and the name of the hospice from 
which he or she plans to receive care. 

(2) The date the change is to be effec-
tive. 

Subpart C—Conditions of 
Participation: Patient Care 

SOURCE: 73 FR 32204, June 5, 2008, unless 
other noted. 

§ 418.52 Condition of participation: Pa-
tient’s rights. 

The patient has the right to be in-
formed of his or her rights, and the 
hospice must protect and promote the 
exercise of these rights. 

(a) Standard: Notice of rights and re-
sponsibilities. (1) During the initial as-
sessment visit in advance of furnishing 
care the hospice must provide the pa-
tient or representative with verbal 
(meaning spoken) and written notice of 
the patient’s rights and responsibilities 
in a language and manner that the pa-
tient understands. 

(2) The hospice must comply with the 
requirements of subpart I of part 489 of 
this chapter regarding advance direc-
tives. The hospice must inform and dis-
tribute written information to the pa-
tient concerning its policies on ad-
vance directives, including a descrip-
tion of applicable State law. 

(3) The hospice must obtain the pa-
tient’s or representative’s signature 
confirming that he or she has received 
a copy of the notice of rights and re-
sponsibilities. 

(b) Standard: Exercise of rights and re-
spect for property and person. (1) The pa-
tient has the right: 

(i) To exercise his or her rights as a 
patient of the hospice; 

(ii) To have his or her property and 
person treated with respect; 

(iii) To voice grievances regarding 
treatment or care that is (or fails to 
be) furnished and the lack of respect 
for property by anyone who is fur-
nishing services on behalf of the hos-
pice; and 

(iv) To not be subjected to discrimi-
nation or reprisal for exercising his or 
her rights. 

(2) If a patient has been adjudged in-
competent under state law by a court 
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of proper jurisdiction, the rights of the 
patient are exercised by the person ap-
pointed pursuant to state law to act on 
the patient’s behalf. 

(3) If a state court has not adjudged a 
patient incompetent, any legal rep-
resentative designated by the patient 
in accordance with state law may exer-
cise the patient’s rights to the extent 
allowed by state law. 

(4) The hospice must: 
(i) Ensure that all alleged violations 

involving mistreatment, neglect, or 
verbal, mental, sexual, and physical 
abuse, including injuries of unknown 
source, and misappropriation of patient 
property by anyone furnishing services 
on behalf of the hospice, are reported 
immediately by hospice employees and 
contracted staff to the hospice admin-
istrator; 

(ii) Immediately investigate all al-
leged violations involving anyone fur-
nishing services on behalf of the hos-
pice and immediately take action to 
prevent further potential violations 
while the alleged violation is being 
verified. Investigations and/or docu-
mentation of all alleged violations 
must be conducted in accordance with 
established procedures; 

(iii) Take appropriate corrective ac-
tion in accordance with state law if the 
alleged violation is verified by the hos-
pice administration or an outside body 
having jurisdiction, such as the State 
survey agency or local law enforcement 
agency; and 

(iv) Ensure that verified violations 
are reported to State and local bodies 
having jurisdiction (including to the 
State survey and certification agency) 
within 5 working days of becoming 
aware of the violation. 

(c) Standard: Rights of the patient. The 
patient has a right to the following: 

(1) Receive effective pain manage-
ment and symptom control from the 
hospice for conditions related to the 
terminal illness; 

(2) Be involved in developing his or 
her hospice plan of care; 

(3) Refuse care or treatment; 
(4) Choose his or her attending physi-

cian; 
(5) Have a confidential clinical 

record. Access to or release of patient 
information and clinical records is per-

mitted in accordance with 45 CFR parts 
160 and 164. 

(6) Be free from mistreatment, ne-
glect, or verbal, mental, sexual, and 
physical abuse, including injuries of 
unknown source, and misappropriation 
of patient property; 

(7) Receive information about the 
services covered under the hospice ben-
efit; 

(8) Receive information about the 
scope of services that the hospice will 
provide and specific limitations on 
those services. 

§ 418.54 Condition of participation: 
Initial and comprehensive assess-
ment of the patient. 

The hospice must conduct and docu-
ment in writing a patient-specific com-
prehensive assessment that identifies 
the patient’s need for hospice care and 
services, and the patient’s need for 
physical, psychosocial, emotional, and 
spiritual care. This assessment in-
cludes all areas of hospice care related 
to the palliation and management of 
the terminal illness and related condi-
tions. 

(a) Standard: Initial assessment. The 
hospice registered nurse must complete 
an initial assessment within 48 hours 
after the election of hospice care in ac-
cordance with § 418.24 is complete (un-
less the physician, patient, or rep-
resentative requests that the initial as-
sessment be completed in less than 48 
hours.) 

(b) Standard: Timeframe for completion 
of the comprehensive assessment. The 
hospice interdisciplinary group, in con-
sultation with the individual’s attend-
ing physician (if any), must complete 
the comprehensive assessment no later 
than 5 calendar days after the election 
of hospice care in accordance with 
§ 418.24. 

(c) Standard: Content of the com-
prehensive assessment. The comprehen-
sive assessment must identify the 
physical, psychosocial, emotional, and 
spiritual needs related to the terminal 
illness that must be addressed in order 
to promote the hospice patient’s well- 
being, comfort, and dignity throughout 
the dying process. The comprehensive 
assessment must take into consider-
ation the following factors: 
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(1) The nature and condition causing 
admission (including the presence or 
lack of objective data and subjective 
complaints). 

(2) Complications and risk factors 
that affect care planning. 

(3) Functional status, including the 
patient’s ability to understand and par-
ticipate in his or her own care. 

(4) Imminence of death. 
(5) Severity of symptoms. 
(6) Drug profile. A review of all of the 

patient’s prescription and over-the- 
counter drugs, herbal remedies and 
other alternative treatments that 
could affect drug therapy. This in-
cludes, but is not limited to, identifica-
tion of the following: 

(i) Effectiveness of drug therapy. 
(ii) Drug side effects. 
(iii) Actual or potential drug inter-

actions. 
(iv) Duplicate drug therapy. 
(v) Drug therapy currently associated 

with laboratory monitoring. 
(7) Bereavement. An initial bereave-

ment assessment of the needs of the pa-
tient’s family and other individuals fo-
cusing on the social, spiritual, and cul-
tural factors that may impact their 
ability to cope with the patient’s 
death. Information gathered from the 
initial bereavement assessment must 
be incorporated into the plan of care 
and considered in the bereavement plan 
of care. 

(8) The need for referrals and further 
evaluation by appropriate health pro-
fessionals. 

(d) Standard: Update of the comprehen-
sive assessment. The update of the com-
prehensive assessment must be accom-
plished by the hospice interdisciplinary 
group (in collaboration with the indi-
vidual’s attending physician, if any) 
and must consider changes that have 
taken place since the initial assess-
ment. It must include information on 
the patient’s progress toward desired 
outcomes, as well as a reassessment of 
the patient’s response to care. The as-
sessment update must be accomplished 
as frequently as the condition of the 
patient requires, but no less frequently 
than every 15 days. 

(e) Standard: Patient outcome meas-
ures. (1) The comprehensive assessment 
must include data elements that allow 
for measurement of outcomes. The hos-

pice must measure and document data 
in the same way for all patients. The 
data elements must take into consider-
ation aspects of care related to hospice 
and palliation. 

(2) The data elements must be an in-
tegral part of the comprehensive as-
sessment and must be documented in a 
systematic and retrievable way for 
each patient. The data elements for 
each patient must be used in individual 
patient care planning and in the co-
ordination of services, and must be 
used in the aggregate for the hospice’s 
quality assessment and performance 
improvement program. 

§ 418.56 Condition of participation: 
Interdisciplinary group, care plan-
ning, and coordination of services. 

The hospice must designate an inter-
disciplinary group or groups as speci-
fied in paragraph (a) of this section 
which, in consultation with the pa-
tient’s attending physician, must pre-
pare a written plan of care for each pa-
tient. The plan of care must specify the 
hospice care and services necessary to 
meet the patient and family-specific 
needs identified in the comprehensive 
assessment as such needs relate to the 
terminal illness and related conditions. 

(a) Standard: Approach to service deliv-
ery. (1) The hospice must designate an 
interdisciplinary group or groups com-
posed of individuals who work together 
to meet the physical, medical, psycho-
social, emotional, and spiritual needs 
of the hospice patients and families 
facing terminal illness and bereave-
ment. Interdisciplinary group members 
must provide the care and services of-
fered by the hospice, and the group, in 
its entirety, must supervise the care 
and services. The hospice must des-
ignate a registered nurse that is a 
member of the interdisciplinary group 
to provide coordination of care and to 
ensure continuous assessment of each 
patient’s and family’s needs and imple-
mentation of the interdisciplinary plan 
of care. The interdisciplinary group 
must include, but is not limited to, in-
dividuals who are qualified and com-
petent to practice in the following pro-
fessional roles: 

(i) A doctor of medicine or osteop-
athy (who is an employee or under con-
tract with the hospice). 
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(ii) A registered nurse. 
(iii) A social worker. 
(iv) A pastoral or other counselor. 
(2) If the hospice has more than one 

interdisciplinary group, it must iden-
tify a specifically designated inter-
disciplinary group to establish policies 
governing the day-to-day provision of 
hospice care and services. 

(b) Standard: Plan of care. All hospice 
care and services furnished to patients 
and their families must follow an indi-
vidualized written plan of care estab-
lished by the hospice interdisciplinary 
group in collaboration with the attend-
ing physician (if any), the patient or 
representative, and the primary care-
giver in accordance with the patient’s 
needs if any of them so desire. The hos-
pice must ensure that each patient and 
the primary care giver(s) receive edu-
cation and training provided by the 
hospice as appropriate to their respon-
sibilities for the care and services iden-
tified in the plan of care. 

(c) Standard: Content of the plan of 
care. The hospice must develop an indi-
vidualized written plan of care for each 
patient. The plan of care must reflect 
patient and family goals and interven-
tions based on the problems identified 
in the initial, comprehensive, and up-
dated comprehensive assessments. The 
plan of care must include all services 
necessary for the palliation and man-
agement of the terminal illness and re-
lated conditions, including the fol-
lowing: 

(1) Interventions to manage pain and 
symptoms. 

(2) A detailed statement of the scope 
and frequency of services necessary to 
meet the specific patient and family 
needs. 

(3) Measurable outcomes anticipated 
from implementing and coordinating 
the plan of care. 

(4) Drugs and treatment necessary to 
meet the needs of the patient. 

(5) Medical supplies and appliances 
necessary to meet the needs of the pa-
tient. 

(6) The interdisciplinary group’s doc-
umentation of the patient’s or rep-
resentative’s level of understanding, 
involvement, and agreement with the 
plan of care, in accordance with the 
hospice’s own policies, in the clinical 
record. 

(d) Standard: Review of the plan of 
care. The hospice interdisciplinary 
group (in collaboration with the indi-
vidual’s attending physician, if any) 
must review, revise and document the 
individualized plan as frequently as the 
patient’s condition requires, but no 
less frequently than every 15 calendar 
days. A revised plan of care must in-
clude information from the patient’s 
updated comprehensive assessment and 
must note the patient’s progress to-
ward outcomes and goals specified in 
the plan of care. 

(e) Standard: Coordination of services. 
The hospice must develop and maintain 
a system of communication and inte-
gration, in accordance with the hos-
pice’s own policies and procedures, to— 

(1) Ensure that the interdisciplinary 
group maintains responsibility for di-
recting, coordinating, and supervising 
the care and services provided. 

(2) Ensure that the care and services 
are provided in accordance with the 
plan of care. 

(3) Ensure that the care and services 
provided are based on all assessments 
of the patient and family needs. 

(4) Provide for and ensure the ongo-
ing sharing of information between all 
disciplines providing care and services 
in all settings, whether the care and 
services are provided directly or under 
arrangement. 

(5) Provide for an ongoing sharing of 
information with other non-hospice 
healthcare providers furnishing serv-
ices unrelated to the terminal illness 
and related conditions. 

§ 418.58 Condition of participation: 
Quality assessment and perform-
ance improvement. 

The hospice must develop, imple-
ment, and maintain an effective, ongo-
ing, hospice-wide data-driven quality 
assessment and performance improve-
ment program. The hospice’s governing 
body must ensure that the program: 
Reflects the complexity of its organiza-
tion and services; involves all hospice 
services (including those services fur-
nished under contract or arrangement); 
focuses on indicators related to im-
proved palliative outcomes; and takes 
actions to demonstrate improvement 
in hospice performance. The hospice 
must maintain documentary evidence 
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of its quality assessment and perform-
ance improvement program and be able 
to demonstrate its operation to CMS. 

(a) Standard: Program scope. (1) The 
program must at least be capable of 
showing measurable improvement in 
indicators related to improved pallia-
tive outcomes and hospice services. 

(2) The hospice must measure, ana-
lyze, and track quality indicators, in-
cluding adverse patient events, and 
other aspects of performance that en-
able the hospice to assess processes of 
care, hospice services, and operations. 

(b) Standard: Program data. (1) The 
program must use quality indicator 
data, including patient care, and other 
relevant data, in the design of its pro-
gram. 

(2) The hospice must use the data col-
lected to do the following: 

(i) Monitor the effectiveness and 
safety of services and quality of care. 

(ii) Identify opportunities and prior-
ities for improvement. 

(3) The frequency and detail of the 
data collection must be approved by 
the hospice’s governing body. 

(c) Standard: Program activities. (1) 
The hospice’s performance improve-
ment activities must: 

(i) Focus on high risk, high volume, 
or problem-prone areas. 

(ii) Consider incidence, prevalence, 
and severity of problems in those 
areas. 

(iii) Affect palliative outcomes, pa-
tient safety, and quality of care. 

(2) Performance improvement activi-
ties must track adverse patient events, 
analyze their causes, and implement 
preventive actions and mechanisms 
that include feedback and learning 
throughout the hospice. 

(3) The hospice must take actions 
aimed at performance improvement 
and, after implementing those actions, 
the hospice must measure its success 
and track performance to ensure that 
improvements are sustained. 

(d) Standard: Performance improvement 
projects. Beginning February 2, 2009 
hospices must develop, implement, and 
evaluate performance improvement 
projects. 

(1) The number and scope of distinct 
performance improvement projects 
conducted annually, based on the needs 
of the hospice’s population and inter-

nal organizational needs, must reflect 
the scope, complexity, and past per-
formance of the hospice’s services and 
operations. 

(2) The hospice must document what 
performance improvement projects are 
being conducted, the reasons for con-
ducting these projects, and the measur-
able progress achieved on these 
projects. 

(e) Standard: Executive responsibilities. 
The hospice’s governing body is respon-
sible for ensuring the following: 

(1) That an ongoing program for qual-
ity improvement and patient safety is 
defined, implemented, and maintained, 
and is evaluated annually. 

(2) That the hospice-wide quality as-
sessment and performance improve-
ment efforts address priorities for im-
proved quality of care and patient safe-
ty, and that all improvement actions 
are evaluated for effectiveness. 

(3) That one or more individual(s) 
who are responsible for operating the 
quality assessment and performance 
improvement program are designated. 

§ 418.60 Condition of participation: In-
fection control. 

The hospice must maintain and docu-
ment an effective infection control pro-
gram that protects patients, families, 
visitors, and hospice personnel by pre-
venting and controlling infections and 
communicable diseases. 

(a) Standard: Prevention. The hospice 
must follow accepted standards of prac-
tice to prevent the transmission of in-
fections and communicable diseases, 
including the use of standard pre-
cautions. 

(b) Standard: Control. The hospice 
must maintain a coordinated agency- 
wide program for the surveillance, 
identification, prevention, control, and 
investigation of infectious and commu-
nicable diseases that— 

(1) Is an integral part of the hospice’s 
quality assessment and performance 
improvement program; and 

(2) Includes the following: 
(i) A method of identifying infectious 

and communicable disease problems; 
and 

(ii) A plan for implementing the ap-
propriate actions that are expected to 
result in improvement and disease pre-
vention. 
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(c) Standard: Education. The hospice 
must provide infection control edu-
cation to employees, contracted pro-
viders, patients, and family members 
and other caregivers. 

§ 418.62 Condition of participation: Li-
censed professional services. 

(a) Licensed professional services 
provided directly or under arrangement 
must be authorized, delivered, and su-
pervised only by health care profes-
sionals who meet the appropriate 
qualifications specified under § 418.114 
and who practice under the hospice’s 
policies and procedures. 

(b) Licensed professionals must ac-
tively participate in the coordination 
of all aspects of the patient’s hospice 
care, in accordance with current pro-
fessional standards and practice, in-
cluding participating in ongoing inter-
disciplinary comprehensive assess-
ments, developing and evaluating the 
plan of care, and contributing to pa-
tient and family counseling and edu-
cation; and 

(c) Licensed professionals must par-
ticipate in the hospice’s quality assess-
ment and performance improvement 
program and hospice sponsored in-serv-
ice training. 

CORE SERVICES 

§ 418.64 Condition of participation: 
Core services. 

A hospice must routinely provide 
substantially all core services directly 
by hospice employees. These services 
must be provided in a manner con-
sistent with acceptable standards of 
practice. These services include nurs-
ing services, medical social services, 
and counseling. The hospice may con-
tract for physician services as specified 
in paragraph (a) of this section. A hos-
pice may use contracted staff, if nec-
essary, to supplement hospice employ-
ees in order to meet the needs of pa-
tients under extraordinary or other 
non-routine circumstances. A hospice 
may also enter into a written arrange-
ment with another Medicare certified 
hospice program for the provision of 
core services to supplement hospice 
employee/staff to meet the needs of pa-
tients. Circumstances under which a 
hospice may enter into a written ar-

rangement for the provision of core 
services include: Unanticipated periods 
of high patient loads, staffing short-
ages due to illness or other short-term 
temporary situations that interrupt 
patient care; and temporary travel of a 
patient outside of the hospice’s service 
area. 

(a) Standard: Physician services. The 
hospice medical director, physician 
employees, and contracted physician(s) 
of the hospice, in conjunction with the 
patient’s attending physician, are re-
sponsible for the palliation and man-
agement of the terminal illness and 
conditions related to the terminal ill-
ness. 

(1) All physician employees and those 
under contract, must function under 
the supervision of the hospice medical 
director. 

(2) All physician employees and those 
under contract shall meet this require-
ment by either providing the services 
directly or through coordinating pa-
tient care with the attending physi-
cian. 

(3) If the attending physician is un-
available, the medical director, con-
tracted physician, and/or hospice phy-
sician employee is responsible for 
meeting the medical needs of the pa-
tient. 

(b) Standard: Nursing services. (1) The 
hospice must provide nursing care and 
services by or under the supervision of 
a registered nurse. Nursing services 
must ensure that the nursing needs of 
the patient are met as identified in the 
patient’s initial assessment, com-
prehensive assessment, and updated as-
sessments. 

(2) If State law permits registered 
nurses to see, treat, and write orders 
for patients, then registered nurses 
may provide services to beneficiaries 
receiving hospice care. 

(3) Highly specialized nursing serv-
ices that are provided so infrequently 
that the provision of such services by 
direct hospice employees would be im-
practicable and prohibitively expen-
sive, may be provided under contract. 

(c) Standard: Medical social services. 
Medical social services must be pro-
vided by a qualified social worker, 
under the direction of a physician. So-
cial work services must be based on the 
patient’s psychosocial assessment and 

VerDate Mar<15>2010 18:38 Nov 15, 2012 Jkt 226186 PO 00000 Frm 00249 Fmt 8010 Sfmt 8010 Q:\42\42V3.TXT ofr150 PsN: PC150



240 

42 CFR Ch. IV (10–1–12 Edition) § 418.66 

the patient’s and family’s needs and ac-
ceptance of these services. 

(d) Standard: Counseling services. 
Counseling services must be available 
to the patient and family to assist the 
patient and family in minimizing the 
stress and problems that arise from the 
terminal illness, related conditions, 
and the dying process. Counseling serv-
ices must include, but are not limited 
to, the following: 

(1) Bereavement counseling. The hos-
pice must: 

(i) Have an organized program for the 
provision of bereavement services fur-
nished under the supervision of a quali-
fied professional with experience or 
education in grief or loss counseling. 

(ii) Make bereavement services avail-
able to the family and other individ-
uals in the bereavement plan of care up 
to 1 year following the death of the pa-
tient. Bereavement counseling also ex-
tends to residents of a SNF/NF or ICF/ 
IID when appropriate and identified in 
the bereavement plan of care. 

(iii) Ensure that bereavement serv-
ices reflect the needs of the bereaved. 

(iv) Develop a bereavement plan of 
care that notes the kind of bereave-
ment services to be offered and the fre-
quency of service delivery. A special 
coverage provision for bereavement 
counseling is specified in § 418.204(c). 

(2) Dietary counseling. Dietary coun-
seling, when identified in the plan of 
care, must be performed by a qualified 
individual, which include dietitians as 
well as nurses and other individuals 
who are able to address and assure that 
the dietary needs of the patient are 
met. 

(3) Spiritual counseling. The hospice 
must: 

(i) Provide an assessment of the pa-
tient’s and family’s spiritual needs. 

(ii) Provide spiritual counseling to 
meet these needs in accordance with 
the patient’s and family’s acceptance 
of this service, and in a manner con-
sistent with patient and family beliefs 
and desires. 

(iii) Make all reasonable efforts to fa-
cilitate visits by local clergy, pastoral 
counselors, or other individuals who 
can support the patient’s spiritual 
needs to the best of its ability. 

(iv) Advise the patient and family of 
this service. 

§ 418.66 Condition of participation: 
Nursing services—Waiver of re-
quirement that substantially all 
nursing services be routinely pro-
vided directly by a hospice. 

(a) CMS may waive the requirement 
in § 418.64(b) that a hospice provide 
nursing services directly, if the hospice 
is located in a non-urbanized area. The 
location of a hospice that operates in 
several areas is considered to be the lo-
cation of its central office. The hospice 
must provide evidence to CMS that it 
has made a good faith effort to hire a 
sufficient number of nurses to provide 
services. CMS may waive the require-
ment that nursing services be fur-
nished by employees based on the fol-
lowing criteria: 

(1) The location of the hospice’s cen-
tral office is in a non-urbanized area as 
determined by the Bureau of the Cen-
sus. 

(2) There is evidence that a hospice 
was operational on or before January 1, 
1983 including the following: 

(i) Proof that the organization was 
established to provide hospice services 
on or before January 1, 1983. 

(ii) Evidence that hospice-type serv-
ices were furnished to patients on or 
before January 1, 1983. 

(iii) Evidence that hospice care was a 
discrete activity rather than an aspect 
of another type of provider’s patient 
care program on or before January 1, 
1983. 

(3) By virtue of the following evi-
dence that a hospice made a good faith 
effort to hire nurses: 

(i) Copies of advertisements in local 
newspapers that demonstrate recruit-
ment efforts. 

(ii) Job descriptions for nurse em-
ployees. 

(iii) Evidence that salary and bene-
fits are competitive for the area. 

(iv) Evidence of any other recruiting 
activities (for example, recruiting ef-
forts at health fairs and contacts with 
nurses at other providers in the area). 

(b) Any waiver request is deemed to 
be granted unless it is denied within 60 
days after it is received. 

(c) Waivers will remain effective for 1 
year at a time from the date of the re-
quest. 
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(d) If a hospice wishes to receive a 1- 
year extension, it must submit a re-
quest to CMS before the expiration of 
the waiver period, and certify that the 
conditions under which it originally re-
quested the initial waiver have not 
changed since the initial waiver was 
granted. 

NON-CORE SERVICES 

§ 418.70 Condition of participation: 
Furnishing of non-core services. 

A hospice must ensure that the serv-
ices described in § 418.72 through § 418.78 
are provided directly by the hospice or 
under arrangements made by the hos-
pice as specified in § 418.100. These serv-
ices must be provided in a manner con-
sistent with current standards of prac-
tice. 

§ 418.72 Condition of participation: 
Physical therapy, occupational 
therapy, and speech-language pa-
thology. 

Physical therapy services, occupa-
tional therapy services, and speech-lan-
guage pathology services must be 
available, and when provided, offered 
in a manner consistent with accepted 
standards of practice. 

§ 418.74 Waiver of requirement—Phys-
ical therapy, occupational therapy, 
speech-language pathology, and die-
tary counseling. 

(a) A hospice located in a non-urban-
ized area may submit a written request 
for a waiver of the requirement for pro-
viding physical therapy, occupational 
therapy, speech-language pathology, 
and dietary counseling services. The 
hospice may seek a waiver of the re-
quirement that it make physical ther-
apy, occupational therapy, speech-lan-
guage pathology, and dietary coun-
seling services (as needed) available on 
a 24-hour basis. The hospice may also 
seek a waiver of the requirement that 
it provide dietary counseling directly. 
The hospice must provide evidence that 
it has made a good faith effort to meet 
the requirements for these services be-
fore it seeks a waiver. CMS may ap-
prove a waiver application on the basis 
of the following criteria: 

(1) The hospice is located in a non-ur-
banized area as determined by the Bu-
reau of the Census. 

(2) The hospice provides evidence 
that it had made a good faith effort to 
make available physical therapy, occu-
pational therapy, speech-language pa-
thology, and dietary counseling serv-
ices on a 24-hour basis and/or to hire a 
dietary counselor to furnish services 
directly. This evidence must include 
the following: 

(i) Copies of advertisements in local 
newspapers that demonstrate recruit-
ment efforts. 

(ii) Physical therapy, occupational 
therapy, speech-language pathology, 
and dietary counselor job descriptions. 

(iii) Evidence that salary and bene-
fits are competitive for the area. 

(iv) Evidence of any other recruiting 
activities (for example, recruiting ef-
forts at health fairs and contact discus-
sions with physical therapy, occupa-
tional therapy, speech-language pa-
thology, and dietary counseling service 
providers in the area). 

(b) Any waiver request is deemed to 
be granted unless it is denied within 60 
days after it is received. 

(c) An initial waiver will remain ef-
fective for 1 year at a time from the 
date of the request. 

(d) If a hospice wishes to receive a 1- 
year extension, it must submit a re-
quest to CMS before the expiration of 
the waiver period and certify that con-
ditions under which it originally re-
quested the waiver have not changed 
since the initial waiver was granted. 

§ 418.76 Condition of participation: 
Hospice aide and homemaker serv-
ices. 

All hospice aide services must be pro-
vided by individuals who meet the per-
sonnel requirements specified in para-
graph (a) of this section. Homemaker 
services must be provided by individ-
uals who meet the personnel require-
ments specified in paragraph (j) of this 
section. 

(a) Standard: Hospice aide qualifica-
tions. (1) A qualified hospice aide is a 
person who has successfully completed 
one of the following: 

(i) A training program and com-
petency evaluation as specified in para-
graphs (b) and (c) of this section re-
spectively. 
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(ii) A competency evaluation pro-
gram that meets the requirements of 
paragraph (c) of this section. 

(iii) A nurse aide training and com-
petency evaluation program approved 
by the State as meeting the require-
ments of § 483.151 through § 483.154 of 
this chapter, and is currently listed in 
good standing on the State nurse aide 
registry. 

(iv) A State licensure program that 
meets the requirements of paragraphs 
(b) and (c) of this section. 

(2) A hospice aide is not considered to 
have completed a program, as specified 
in paragraph (a)(1) of this section, if, 
since the individual’s most recent com-
pletion of the program(s), there has 
been a continuous period of 24 consecu-
tive months during which none of the 
services furnished by the individual as 
described in § 409.40 of this chapter were 
for compensation. If there has been a 
24-month lapse in furnishing services, 
the individual must complete another 
program, as specified in paragraph 
(a)(1) of this section, before providing 
services. 

(b) Standard: Content and duration of 
hospice aide classroom and supervised 
practical training. (1) Hospice aide train-
ing must include classroom and super-
vised practical training in a practicum 
laboratory or other setting in which 
the trainee demonstrates knowledge 
while performing tasks on an indi-
vidual under the direct supervision of a 
registered nurse, or a licensed practical 
nurse, who is under the supervision of a 
registered nurse. Classroom and super-
vised practical training combined must 
total at least 75 hours. 

(2) A minimum of 16 hours of class-
room training must precede a min-
imum of l6 hours of supervised prac-
tical training as part of the 75 hours. 

(3) A hospice aide training program 
must address each of the following sub-
ject areas: 

(i) Communication skills, including 
the ability to read, write, and verbally 
report clinical information to patients, 
care givers, and other hospice staff. 

(ii) Observation, reporting, and docu-
mentation of patient status and the 
care or service furnished. 

(iii) Reading and recording tempera-
ture, pulse, and respiration. 

(iv) Basic infection control proce-
dures. 

(v) Basic elements of body func-
tioning and changes in body function 
that must be reported to an aide’s su-
pervisor. 

(vi) Maintenance of a clean, safe, and 
healthy environment. 

(vii) Recognizing emergencies and 
the knowledge of emergency proce-
dures and their application. 

(viii) The physical, emotional, and 
developmental needs of and ways to 
work with the populations served by 
the hospice, including the need for re-
spect for the patient, his or her pri-
vacy, and his or her property. 

(ix) Appropriate and safe techniques 
in performing personal hygiene and 
grooming tasks, including items on the 
following basic checklist: 

(A) Bed bath. 
(B) Sponge, tub, and shower bath. 
(C) Hair shampoo (sink, tub, and 

bed). 
(D) Nail and skin care. 
(E) Oral hygiene. 
(F) Toileting and elimination. 
(x) Safe transfer techniques and am-

bulation. 
(xi) Normal range of motion and posi-

tioning. 
(xii) Adequate nutrition and fluid in-

take. 
(xiii) Any other task that the hospice 

may choose to have an aide perform. 
The hospice is responsible for training 
hospice aides, as needed, for skills not 
covered in the basic checklist, as de-
scribed in paragraph (b)(3)(ix) of this 
section. 

(4) The hospice must maintain docu-
mentation that demonstrates that the 
requirements of this standard are met. 

(c) Standard: Competency evaluation. 
An individual may furnish hospice aide 
services on behalf of a hospice only 
after that individual has successfully 
completed a competency evaluation 
program as described in this section. 

(1) The competency evaluation must 
address each of the subjects listed in 
paragraph (b)(3) of this section. Subject 
areas specified under paragraphs 
(b)(3)(i), (b)(3)(iii), (b)(3)(ix), (b)(3)(x) 
and (b)(3)(xi) of this section must be 
evaluated by observing an aide’s per-
formance of the task with a patient. 
The remaining subject areas may be 

VerDate Mar<15>2010 18:38 Nov 15, 2012 Jkt 226186 PO 00000 Frm 00252 Fmt 8010 Sfmt 8010 Q:\42\42V3.TXT ofr150 PsN: PC150



243 

Centers for Medicare & Medicaid Services, HHS § 418.76 

evaluated through written examina-
tion, oral examination, or after obser-
vation of a hospice aide with a patient. 

(2) A hospice aide competency eval-
uation program may be offered by any 
organization, except as described in 
paragraph (f) of this section. 

(3) The competency evaluation must 
be performed by a registered nurse in 
consultation with other skilled profes-
sionals, as appropriate. 

(4) A hospice aide is not considered 
competent in any task for which he or 
she is evaluated as unsatisfactory. An 
aide must not perform that task with-
out direct supervision by a registered 
nurse until after he or she has received 
training in the task for which he or she 
was evaluated as ‘‘unsatisfactory,’’ and 
successfully completes a subsequent 
evaluation. A hospice aide is not con-
sidered to have successfully completed 
a competency evaluation if the aide 
has an ‘‘unsatisfactory’’ rating in more 
than one of the required areas. 

(5) The hospice must maintain docu-
mentation that demonstrates the re-
quirements of this standard are being 
met. 

(d) Standard: In-service training. A 
hospice aide must receive at least 12 
hours of in-service training during each 
12-month period. In-service training 
may occur while an aide is furnishing 
care to a patient. 

(1) In-service training may be offered 
by any organization, and must be su-
pervised by a registered nurse. 

(2) The hospice must maintain docu-
mentation that demonstrates the re-
quirements of this standard are met. 

(e) Standard: Qualifications for instruc-
tors conducting classroom and supervised 
practical training. Classroom and super-
vised practical training must be per-
formed by a registered nurse who pos-
sesses a minimum of 2 years nursing 
experience, at least 1 year of which 
must be in home care, or by other indi-
viduals under the general supervision 
of a registered nurse. 

(f) Standard: Eligible competency eval-
uation organizations. A hospice aide 
competency evaluation program as 
specified in paragraph (c) of this sec-
tion may be offered by any organiza-
tion except by a home health agency 
that, within the previous 2 years: 

(1) Had been out of compliance with 
the requirements of § 484.36(a) and 
§ 484.36 (b) of this chapter. 

(2) Permitted an individual that does 
not meet the definition of a ‘‘qualified 
home health aide’’ as specified in 
§ 484.36(a) of this chapter to furnish 
home health aide services (with the ex-
ception of licensed health professionals 
and volunteers). 

(3) Had been subjected to an extended 
(or partial extended) survey as a result 
of having been found to have furnished 
substandard care (or for other reasons 
at the discretion of CMS or the State). 

(4) Had been assessed a civil mone-
tary penalty of $5,000 or more as an in-
termediate sanction. 

(5) Had been found by CMS to have 
compliance deficiencies that endan-
gered the health and safety of the 
home health agency’s patients and had 
temporary management appointed to 
oversee the management of the home 
health agency. 

(6) Had all or part of its Medicare 
payments suspended. 

(7) Had been found by CMS or the 
State under any Federal or State law 
to have: 

(i) Had its participation in the Medi-
care program terminated. 

(ii) Been assessed a penalty of $5,000 
or more for deficiencies in Federal or 
State standards for home health agen-
cies. 

(iii) Been subjected to a suspension of 
Medicare payments to which it other-
wise would have been entitled. 

(iv) Operated under temporary man-
agement that was appointed by a gov-
ernmental authority to oversee the op-
eration of the home health agency and 
to ensure the health and safety of the 
home health agency’s patients. 

(v) Been closed by CMS or the State, 
or had its patients transferred by the 
State. 

(g) Standard: Hospice aide assignments 
and duties. (1) Hospice aides are as-
signed to a specific patient by a reg-
istered nurse that is a member of the 
interdisciplinary group. Written pa-
tient care instructions for a hospice 
aide must be prepared by a registered 
nurse who is responsible for the super-
vision of a hospice aide as specified 
under paragraph (h) of this section. 
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(2) A hospice aide provides services 
that are: 

(i) Ordered by the interdisciplinary 
group. 

(ii) Included in the plan of care. 
(iii) Permitted to be performed under 

State law by such hospice aide. 
(iv) Consistent with the hospice aide 

training. 
(3) The duties of a hospice aide in-

clude the following: 
(i) The provision of hands-on personal 

care. 
(ii) The performance of simple proce-

dures as an extension of therapy or 
nursing services. 

(iii) Assistance in ambulation or ex-
ercises. 

(iv) Assistance in administering 
medications that are ordinarily self-ad-
ministered. 

(4) Hospice aides must report changes 
in the patient’s medical, nursing, reha-
bilitative, and social needs to a reg-
istered nurse, as the changes relate to 
the plan of care and quality assessment 
and improvement activities. Hospice 
aides must also complete appropriate 
records in compliance with the hos-
pice’s policies and procedures. 

(h) Standard: Supervision of hospice 
aides. (1) A registered nurse must make 
an on-site visit to the patient’s home: 

(i) No less frequently than every 14 
days to assess the quality of care and 
services provided by the hospice aide 
and to ensure that services ordered by 
the hospice interdisciplinary group 
meet the patient’s needs. The hospice 
aide does not have to be present during 
this visit. 

(ii) If an area of concern is noted by 
the supervising nurse, then the hospice 
must make an on-site visit to the loca-
tion where the patient is receiving care 
in order to observe and assess the aide 
while he or she is performing care. 

(iii) If an area of concern is verified 
by the hospice during the on-site visit, 
then the hospice must conduct, and the 
hospice aide must complete a com-
petency evaluation in accordance with 
§ 418.76(c). 

(2) A registered nurse must make an 
annual on-site visit to the location 
where a patient is receiving care in 
order to observe and assess each aide 
while he or she is performing care. 

(3) The supervising nurse must assess 
an aide’s ability to demonstrate initial 
and continued satisfactory perform-
ance in meeting outcome criteria that 
include, but is not limited to— 

(i) Following the patient’s plan of 
care for completion of tasks assigned 
to the hospice aide by the registered 
nurse. 

(ii) Creating successful interpersonal 
relationships with the patient and fam-
ily. 

(iii) Demonstrating competency with 
assigned tasks. 

(iv) Complying with infection control 
policies and procedures. 

(v) Reporting changes in the pa-
tient’s condition. 

(i) Standard: Individuals furnishing 
Medicaid personal care aide-only services 
under a Medicaid personal care benefit. 
An individual may furnish personal 
care services, as defined in § 440.167 of 
this chapter, on behalf of a hospice 
agency. 

(1) Before the individual may furnish 
personal care services, the individual 
must be found competent by the State 
(if regulated by the State) to furnish 
those services. The individual only 
needs to demonstrate competency in 
the services the individual is required 
to furnish. 

(2) Services under the Medicaid per-
sonal care benefit may be used to the 
extent that the hospice would rou-
tinely use the services of a hospice pa-
tient’s family in implementing a pa-
tient’s plan of care. 

(3) The hospice must coordinate its 
hospice aide and homemaker services 
with the Medicaid personal care benefit 
to ensure the patient receives the hos-
pice aide and homemaker services he 
or she needs. 

(j) Standard: Homemaker qualifications. 
A qualified homemaker is— 

(1) An individual who meets the 
standards in § 418.202(g) and has suc-
cessfully completed hospice orienta-
tion addressing the needs and concerns 
of patients and families coping with a 
terminal illness; or 

(2) A hospice aide as described in 
§ 418.76. 

(k) Standard: Homemaker supervision 
and duties. (1) Homemaker services 
must be coordinated and supervised by 
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a member of the interdisciplinary 
group. 

(2) Instructions for homemaker du-
ties must be prepared by a member of 
the interdisciplinary group. 

(3) Homemakers must report all con-
cerns about the patient or family to 
the member of the interdisciplinary 
group who is coordinating homemaker 
services. 

[73 FR 32204, June 5, 2008, as amended at 74 
FR 39413, Aug. 6, 2009] 

§ 418.78 Conditions of participation— 
Volunteers. 

The hospice must use volunteers to 
the extent specified in paragraph (e) of 
this section. These volunteers must be 
used in defined roles and under the su-
pervision of a designated hospice em-
ployee. 

(a) Standard: Training. The hospice 
must maintain, document, and provide 
volunteer orientation and training that 
is consistent with hospice industry 
standards. 

(b) Standard: Role. Volunteers must 
be used in day-to-day administrative 
and/or direct patient care roles. 

(c) Standard: Recruiting and retaining. 
The hospice must document and dem-
onstrate viable and ongoing efforts to 
recruit and retain volunteers. 

(d) Standard: Cost saving. The hospice 
must document the cost savings 
achieved through the use of volunteers. 
Documentation must include the fol-
lowing: 

(1) The identification of each position 
that is occupied by a volunteer. 

(2) The work time spent by volun-
teers occupying those positions. 

(3) Estimates of the dollar costs that 
the hospice would have incurred if paid 
employees occupied the positions iden-
tified in paragraph (d)(1) of this section 
for the amount of time specified in 
paragraph (d)(2) of this section. 

(e) Standard: Level of activity. Volun-
teers must provide day-to-day adminis-
trative and/or direct patient care serv-
ices in an amount that, at a minimum, 
equals 5 percent of the total patient 
care hours of all paid hospice employ-
ees and contract staff. The hospice 
must maintain records on the use of 
volunteers for patient care and admin-
istrative services, including the type of 
services and time worked. 

Subpart D—Conditions of partici-
pation: Organizational Envi-
ronment 

SOURCE: 73 FR 32204, June 5, 2008, unless 
otherwise noted. 

§ 418.100 Condition of Participation: 
Organization and administration of 
services. 

The hospice must organize, manage, 
and administer its resources to provide 
the hospice care and services to pa-
tients, caregivers and families nec-
essary for the palliation and manage-
ment of the terminal illness and re-
lated conditions. 

(a) Standard: Serving the hospice pa-
tient and family. The hospice must pro-
vide hospice care that— 

(1) Optimizes comfort and dignity; 
and 

(2) Is consistent with patient and 
family needs and goals, with patient 
needs and goals as priority. 

(b) Standard: Governing body and ad-
ministrator. A governing body (or des-
ignated persons so functioning) as-
sumes full legal authority and respon-
sibility for the management of the hos-
pice, the provision of all hospice serv-
ices, its fiscal operations, and contin-
uous quality assessment and perform-
ance improvement. A qualified admin-
istrator appointed by and reporting to 
the governing body is responsible for 
the day-to-day operation of the hos-
pice. The administrator must be a hos-
pice employee and possess education 
and experience required by the hos-
pice’s governing body. 

(c) Standard: Services. (1) A hospice 
must be primarily engaged in providing 
the following care and services and 
must do so in a manner that is con-
sistent with accepted standards of 
practice: 

(i) Nursing services. 
(ii) Medical social services. 
(iii) Physician services. 
(iv) Counseling services, including 

spiritual counseling, dietary coun-
seling, and bereavement counseling. 

(v) Hospice aide, volunteer, and 
homemaker services. 

(vi) Physical therapy, occupational 
therapy, and speech-language pathol-
ogy services. 

(vii) Short-term inpatient care. 
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(viii) Medical supplies (including 
drugs and biologicals) and medical ap-
pliances. 

(2) Nursing services, physician serv-
ices, and drugs and biologicals (as spec-
ified in § 418.106) must be made rou-
tinely available on a 24-hour basis 7 
days a week. Other covered services 
must be available on a 24-hour basis 
when reasonable and necessary to meet 
the needs of the patient and family. 

(d) Standard: Continuation of care. A 
hospice may not discontinue or reduce 
care provided to a Medicare or Med-
icaid beneficiary because of the bene-
ficiary’s inability to pay for that care. 

(e) Standard: Professional management 
responsibility. A hospice that has a writ-
ten agreement with another agency, in-
dividual, or organization to furnish any 
services under arrangement must re-
tain administrative and financial man-
agement, and oversight of staff and 
services for all arranged services, to 
ensure the provision of quality care. 
Arranged services must be supported 
by written agreements that require 
that all services be— 

(1) Authorized by the hospice; 
(2) Furnished in a safe and effective 

manner by qualified personnel; and 
(3) Delivered in accordance with the 

patient’s plan of care. 
(f) Standard: Hospice multiple locations. 

If a hospice operates multiple loca-
tions, it must meet the following re-
quirements: 

(1) Medicare approval. 
(i) All hospice multiple locations 

must be approved by Medicare before 
providing hospice care and services to 
Medicare patients. 

(ii) The multiple location must be 
part of the hospice and must share ad-
ministration, supervision, and services 
with the hospice issued the certifi-
cation number. 

(iii) The lines of authority and pro-
fessional and administrative control 
must be clearly delineated in the hos-
pice’s organizational structure and in 
practice, and must be traced to the lo-
cation which was issued the certifi-
cation number. 

(iv) The determination that a mul-
tiple location does or does not meet the 
definition of a multiple location, as set 
forth in this part, is an initial deter-
mination, as set forth in § 498.3. 

(2) The hospice must continually 
monitor and manage all services pro-
vided at all of its locations to ensure 
that services are delivered in a safe and 
effective manner and to ensure that 
each patient and family receives the 
necessary care and services outlined in 
the plan of care, in accordance with the 
requirements of this subpart and sub-
parts A and C of this section. 

(g) Standard: Training. (1) A hospice 
must provide orientation about the 
hospice philosophy to all employees 
and contracted staff who have patient 
and family contact. 

(2) A hospice must provide an initial 
orientation for each employee that ad-
dresses the employee’s specific job du-
ties. 

(3) A hospice must assess the skills 
and competence of all individuals fur-
nishing care, including volunteers fur-
nishing services, and, as necessary, 
provide in-service training and edu-
cation programs where required. The 
hospice must have written policies and 
procedures describing its method(s) of 
assessment of competency and main-
tain a written description of the in- 
service training provided during the 
previous 12 months. 

[73 FR 32204, June 5, 2008, as amended at 74 
FR 39413, Aug. 6, 2009] 

§ 418.102 Condition of participation: 
Medical director. 

The hospice must designate a physi-
cian to serve as medical director. The 
medical director must be a doctor of 
medicine or osteopathy who is an em-
ployee, or is under contract with the 
hospice. When the medical director is 
not available, a physician designated 
by the hospice assumes the same re-
sponsibilities and obligations as the 
medical director. 

(a) Standard: Medical director contract. 
(1) A hospice may contract with either 
of the following— 

(i) A self-employed physician; or 
(ii) A physician employed by a pro-

fessional entity or physicians group. 
When contracting for medical director 
services, the contract must specify the 
physician who assumes the medical di-
rector responsibilities and obligations. 

(b) Standard: Initial certification of ter-
minal illness. The medical director or 
physician designee reviews the clinical 
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information for each hospice patient 
and provides written certification that 
it is anticipated that the patient’s life 
expectancy is 6 months or less if the 
illness runs its normal course. The 
physician must consider the following 
when making this determination: 

(1) The primary terminal condition; 
(2) Related diagnosis(es), if any; 
(3) Current subjective and objective 

medical findings; 
(4) Current medication and treatment 

orders; and 
(5) Information about the medical 

management of any of the patient’s 
conditions unrelated to the terminal 
illness. 

(c) Standard: Recertification of the 
termina terminal illness. Before the re-
certification period for each patient, as 
described in § 418.21(a), the medical di-
rector or physician designee must re-
view the patient’s clinical information. 

(d) Standard: Medical director responsi-
bility. The medical director or physi-
cian designee has responsibility for the 
medical component of the hospice’s pa-
tient care program. 

§ 418.104 Condition of participation: 
Clinical records. 

A clinical record containing past and 
current findings is maintained for each 
hospice patient. The clinical record 
must contain correct clinical informa-
tion that is available to the patient’s 
attending physician and hospice staff. 
The clinical record may be maintained 
electronically. 

(a) Standard: Content. Each patient’s 
record must include the following: 

(1) The initial plan of care, updated 
plans of care, initial assessment, com-
prehensive assessment, updated com-
prehensive assessments, and clinical 
notes. 

(2) Signed copies of the notice of pa-
tient rights in accordance with § 418.52 
and election statement in accordance 
with § 418.24. 

(3) Responses to medications, symp-
tom management, treatments, and 
services. 

(4) Outcome measure data elements, 
as described in § 418.54(e) of this sub-
part. 

(5) Physician certification and recer-
tification of terminal illness as re-
quired in §§ 418.22 and 418.25 and de-

scribed in §§ 418.102(b) and 418.102(c) re-
spectively, if appropriate. 

(6) Any advance directives as de-
scribed in § 418.52(a)(2). 

(7) Physician orders. 
(b) Standard: Authentication. All en-

tries must be legible, clear, complete, 
and appropriately authenticated and 
dated in accordance with hospice pol-
icy and currently accepted standards of 
practice. 

(c) Standard: Protection of information. 
The clinical record, its contents and 
the information contained therein 
must be safeguarded against loss or un-
authorized use. The hospice must be in 
compliance with the Department’s 
rules regarding personal health infor-
mation as set out at 45 CFR parts 160 
and 164. 

(d) Standard: Retention of records. Pa-
tient clinical records must be retained 
for 6 years after the death or discharge 
of the patient, unless State law stipu-
lates a longer period of time. If the 
hospice discontinues operation, hospice 
policies must provide for retention and 
storage of clinical records. The hospice 
must inform its State agency and its 
CMS Regional office where such clin-
ical records will be stored and how 
they may be accessed. 

(e) Standard: Discharge or transfer of 
care. (1) If the care of a patient is 
transferred to another Medicare/Med-
icaid-certified facility, the hospice 
must forward to the receiving facility, 
a copy of— 

(i) The hospice discharge summary; 
and 

(ii) The patient’s clinical record, if 
requested. 

(2) If a patient revokes the election of 
hospice care, or is discharged from hos-
pice in accordance with § 418.26, the 
hospice must forward to the patient’s 
attending physician, a copy of— 

(i) The hospice discharge summary; 
and 

(ii) The patient’s clinical record, if 
requested. 

(3) The hospice discharge summary as 
required in paragraph (e)(1) and (e)(2) 
of this section must include— 

(i) A summary of the patient’s stay 
including treatments, symptoms and 
pain management. 

(ii) The patient’s current plan of 
care. 
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(iii) The patient’s latest physician or-
ders. and 

(iv) Any other documentation that 
will assist in post-discharge continuity 
of care or that is requested by the at-
tending physician or receiving facility. 

(f) Standard: Retrieval of clinical 
records. The clinical record, whether 
hard copy or in electronic form, must 
be made readily available on request 
by an appropriate authority. 

§ 418.106 Condition of participation: 
Drugs and biologicals, medical sup-
plies, and durable medical equip-
ment. 

Medical supplies and appliances, as 
described in § 410.36 of this chapter; du-
rable medical equipment, as described 
in § 410.38 of this chapter; and drugs and 
biologicals related to the palliation 
and management of the terminal ill-
ness and related conditions, as identi-
fied in the hospice plan of care, must 
be provided by the hospice while the 
patient is under hospice care. 

(a) Standard: Managing drugs and 
biologicals. (1) The hospice must ensure 
that the interdisciplinary group con-
fers with an individual with education 
and training in drug management as 
defined in hospice policies and proce-
dures and State law, who is an em-
ployee of or under contract with the 
hospice to ensure that drugs and 
biologicals meet each patient’s needs. 

(2) A hospice that provides inpatient 
care directly in its own facility must 
provide pharmacy services under the 
direction of a qualified licensed phar-
macist who is an employee of or under 
contract with the hospice. The pro-
vided pharmacist services must include 
evaluation of a patient’s response to 
medication therapy, identification of 
potential adverse drug reactions, and 
recommended appropriate corrective 
action. 

(b) Standard: Ordering of drugs. (1) 
Only a physician as defined by section 
1861(r)(1) of the Act, or a nurse practi-
tioner in accordance with the plan of 
care and State law, may order drugs 
for the patient. 

(2) If the drug order is verbal or given 
by or through electronic trans-
mission— 

(i) It must be given only to a licensed 
nurse, nurse practitioner (where appro-
priate), pharmacist, or physician; and 

(ii) The individual receiving the 
order must record and sign it imme-
diately and have the prescribing person 
sign it in accordance with State and 
Federal regulations. 

(c) Standard: Dispensing of drugs and 
biologicals. The hospice must— 

(1) Obtain drugs and biologicals from 
community or institutional phar-
macists or stock drugs and biologicals 
itself. 

(2) The hospice that provides inpa-
tient care directly in its own facility 
must: 

(i) Have a written policy in place 
that promotes dispensing accuracy; 
and 

(ii) Maintain current and accurate 
records of the receipt and disposition of 
all controlled drugs. 

(d) Standard: Administration of drugs 
and biologicals. (1) The interdisciplinary 
group, as part of the review of the plan 
of care, must determine the ability of 
the patient and/or family to safely self- 
administer drugs and biologicals to the 
patient in his or her home. 

(2) Patients receiving care in a hos-
pice that provides inpatient care di-
rectly in its own facility may only be 
administered medications by the fol-
lowing individuals: 

(i) A licensed nurse, physician, or 
other health care professional in ac-
cordance with their scope of practice 
and State law; 

(ii) An employee who has completed 
a State-approved training program in 
medication administration; and 

(iii) The patient, upon approval by 
the interdisciplinary group. 

(e) Standard: Labeling, disposing, and 
storing of drugs and biologicals—(1) La-
beling. Drugs and biologicals must be 
labeled in accordance with currently 
accepted professional practice and 
must include appropriate usage and 
cautionary instructions, as well as an 
expiration date (if applicable). 

(2) Disposing. (i) Safe use and disposal 
of controlled drugs in the patient’s 
home. The hospice must have written 
policies and procedures for the man-
agement and disposal of controlled 
drugs in the patient’s home. At the 
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time when controlled drugs are first or-
dered the hospice must: 

(A) Provide a copy of the hospice 
written policies and procedures on the 
management and disposal of controlled 
drugs to the patient or patient rep-
resentative and family; 

(B) Discuss the hospice policies and 
procedures for managing the safe use 
and disposal of controlled drugs with 
the patient or representative and the 
family in a language and manner that 
they understand to ensure that these 
parties are educated regarding the safe 
use and disposal of controlled drugs; 
and 

(C) Document in the patient’s clin-
ical record that the written policies 
and procedures for managing con-
trolled drugs was provided and dis-
cussed. 

(ii) Disposal of controlled drugs in 
hospices that provide inpatient care di-
rectly. The hospice that provides inpa-
tient care directly in its own facility 
must dispose of controlled drugs in 
compliance with the hospice policy and 
in accordance with State and Federal 
requirements. The hospice must main-
tain current and accurate records of 
the receipt and disposition of all con-
trolled drugs. 

(3) Storing. The hospice that provides 
inpatient care directly in its own facil-
ity must comply with the following ad-
ditional requirements— 

(i) All drugs and biologicals must be 
stored in secure areas. All controlled 
drugs listed in Schedules II, III, IV, and 
V of the Comprehensive Drug Abuse 
Prevention and Control Act of 1976 
must be stored in locked compartments 
within such secure storage areas. Only 
personnel authorized to administer 
controlled drugs as noted in paragraph 
(d)(2) of this section may have access 
to the locked compartments; and 

(ii) Discrepancies in the acquisition, 
storage, dispensing, administration, 
disposal, or return of controlled drugs 
must be investigated immediately by 
the pharmacist and hospice adminis-
trator and where required reported to 
the appropriate State authority. A 
written account of the investigation 
must be made available to State and 
Federal officials if required by law or 
regulation. 

(f) Standard: Use and maintenance of 
equipment and supplies. (1) The hospice 
must ensure that manufacturer rec-
ommendations for performing routine 
and preventive maintenance on durable 
medical equipment are followed. The 
equipment must be safe and work as in-
tended for use in the patient’s environ-
ment. Where a manufacturer rec-
ommendation for a piece of equipment 
does not exist, the hospice must ensure 
that repair and routine maintenance 
policies are developed. The hospice 
may use persons under contract to en-
sure the maintenance and repair of du-
rable medical equipment. 

(2) The hospice must ensure that the 
patient, where appropriate, as well as 
the family and/or other caregiver(s), 
receive instruction in the safe use of 
durable medical equipment and sup-
plies. The hospice may use persons 
under contract to ensure patient and 
family instruction. The patient, fam-
ily, and/or caregiver must be able to 
demonstrate the appropriate use of du-
rable medical equipment to the satis-
faction of the hospice staff. 

(3) Hospices may only contract for 
durable medical equipment services 
with a durable medical equipment sup-
plier that meets the Medicare 
DMEPOS Supplier Quality and Accred-
itation Standards at 42 CFR 424.57. 

§ 418.108 Condition of participation: 
Short-term inpatient care. 

Inpatient care must be available for 
pain control, symptom management, 
and respite purposes, and must be pro-
vided in a participating Medicare or 
Medicaid facility. 

(a) Standard: Inpatient care for symp-
tom management and pain control. Inpa-
tient care for pain control and symp-
tom management must be provided in 
one of the following: 

(1) A Medicare-certified hospice that 
meets the conditions of participation 
for providing inpatient care directly as 
specified in § 418.110. 

(2) A Medicare-certified hospital or a 
skilled nursing facility that also meets 
the standards specified in § 418.110(b) 
and (e) regarding 24-hour nursing serv-
ices and patient areas. 

(b) Standard: Inpatient care for respite 
purposes. (1) Inpatient care for respite 
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purposes must be provided by one of 
the following: 

(i) A provider specified in paragraph 
(a) of this section. 

(ii) A Medicare or Medicaid-certified 
nursing facility that also meets the 
standards specified in § 418.110(e). 

(2) The facility providing respite care 
must provide 24-hour nursing services 
that meet the nursing needs of all pa-
tients and are furnished in accordance 
with each patient’s plan of care. Each 
patient must receive all nursing serv-
ices as prescribed and must be kept 
comfortable, clean, well-groomed, and 
protected from accident, injury, and in-
fection. 

(c) Standard: Inpatient care provided 
under arrangements. If the hospice has 
an arrangement with a facility to pro-
vide for short-term inpatient care, the 
arrangement is described in a written 
agreement, coordinated by the hospice, 
and at a minimum specifies— 

(1) That the hospice supplies the in-
patient provider a copy of the patient’s 
plan of care and specifies the inpatient 
services to be furnished; 

(2) That the inpatient provider has 
established patient care policies con-
sistent with those of the hospice and 
agrees to abide by the palliative care 
protocols and plan of care established 
by the hospice for its patients; 

(3) That the hospice patient’s inpa-
tient clinical record includes a record 
of all inpatient services furnished and 
events regarding care that occurred at 
the facility; that a copy of the dis-
charge summary be provided to the 
hospice at the time of discharge; and 
that a copy of the inpatient clinical 
record is available to the hospice at the 
time of discharge; 

(4) That the inpatient facility has 
identified an individual within the fa-
cility who is responsible for the imple-
mentation of the provisions of the 
agreement; 

(5) That the hospice retains responsi-
bility for ensuring that the training of 
personnel who will be providing the pa-
tient’s care in the inpatient facility 
has been provided and that a descrip-
tion of the training and the names of 
those giving the training are docu-
mented; and 

(6) A method for verifying that the 
requirements in paragraphs (c)(1) 
through (c)(5) of this section are met. 

(d) Standard: Inpatient care limitation. 
The total number of inpatient days 
used by Medicare beneficiaries who 
elected hospice coverage in a 12-month 
period in a particular hospice may not 
exceed 20 percent of the total number 
of hospice days consumed in total by 
this group of beneficiaries. 

(e) Standard: Exemption from limita-
tion. Before October 1, 1986, any hospice 
that began operation before January 1, 
1975, is not subject to the limitation 
specified in paragraph (d) of this sec-
tion. 

[73 FR 32204, June 5, 2008, as amended at 74 
FR 39413, Aug. 6, 2009] 

§ 418.110 Condition of participation: 
Hospices that provide inpatient 
care directly. 

A hospice that provides inpatient 
care directly in its own facility must 
demonstrate compliance with all of the 
following standards: 

(a) Standard: Staffing. The hospice is 
responsible for ensuring that staffing 
for all services reflects its volume of 
patients, their acuity, and the level of 
intensity of services needed to ensure 
that plan of care outcomes are 
achieved and negative outcomes are 
avoided. 

(b) Standard: Twenty-four hour nursing 
services. (1) The hospice facility must 
provide 24-hour nursing services that 
meet the nursing needs of all patients 
and are furnished in accordance with 
each patient’s plan of care. Each pa-
tient must receive all nursing services 
as prescribed and must be kept com-
fortable, clean, well-groomed, and pro-
tected from accident, injury, and infec-
tion. 

(2) If at least one patient in the hos-
pice facility is receiving general inpa-
tient care, then each shift must include 
a registered nurse who provides direct 
patient care. 

(c) Standard: Physical environment. 
The hospice must maintain a safe phys-
ical environment free of hazards for pa-
tients, staff, and visitors. 

(1) Safety management. (i) The hospice 
must address real or potential threats 
to the health and safety of the pa-
tients, others, and property. 
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(ii) The hospice must have a written 
disaster preparedness plan in effect for 
managing the consequences of power 
failures, natural disasters, and other 
emergencies that would affect the hos-
pice’s ability to provide care. The plan 
must be periodically reviewed and re-
hearsed with staff (including non-em-
ployee staff) with special emphasis 
placed on carrying out the procedures 
necessary to protect patients and oth-
ers. 

(2) Physical plant and equipment. The 
hospice must develop procedures for 
controlling the reliability and quality 
of— 

(i) The routine storage and prompt 
disposal of trash and medical waste; 

(ii) Light, temperature, and ventila-
tion/air exchanges throughout the hos-
pice; 

(iii) Emergency gas and water supply; 
and 

(iv) The scheduled and emergency 
maintenance and repair of all equip-
ment. 

(d) Standard: Fire protection. (1) Ex-
cept as otherwise provided in this sec-
tion— 

(i) The hospice must meet the provi-
sions applicable to nursing homes of 
the 2000 edition of the Life Safety Code 
(LSC) of the National Fire Protection 
Association (NFPA). The Director of 
the Office of the Federal Register has 
approved the NFPA 101 ® 2000 edition of 
the Life Safety Code, issued January 
14, 2000, for incorporation by reference 
in accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. A copy of the code is 
available for inspection at the CMS In-
formation Resource Center, 7500 Secu-
rity Boulevard, Baltimore, MD or at 
the National Archives and Records Ad-
ministration (NARA). For information 
on the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federalregister/ 
codeoffederalregulations/ 
ibrlocations.html. Copies may be ob-
tained from the National Fire Protec-
tion Association, 1 Batterymarch Park, 
Quincy, MA 02269. If any changes in the 
edition of the Code are incorporated by 
reference, CMS will publish a notice in 
the FEDERAL REGISTER to announce the 
changes. 

(ii) Chapter 19.3.6.3.2, exception num-
ber 2 of the adopted edition of the LSC 
does not apply to hospices. 

(2) In consideration of a rec-
ommendation by the State survey 
agency, CMS may waive, for periods 
deemed appropriate, specific provisions 
of the Life Safety Code which, if rig-
idly applied would result in unreason-
able hardship for the hospice, but only 
if the waiver would not adversely affect 
the health and safety of patients. 

(3) The provisions of the adopted edi-
tion of the Life Safety Code do not 
apply in a State if CMS finds that a 
fire and safety code imposed by State 
law adequately protects patients in 
hospices. 

(4) Notwithstanding any provisions of 
the 2000 edition of the Life Safety Code 
to the contrary, a hospice may place 
alcohol-based hand rub dispensers in 
its facility if— 

(i) Use of alcohol-based hand rub dis-
pensers does not conflict with any 
State or local codes that prohibit or 
otherwise restrict the placement of al-
cohol-based hand rub dispensers in 
health care facilities; 

(ii) The dispensers are installed in a 
manner that minimizes leaks and spills 
that could lead to falls; 

(iii) The dispensers are installed in a 
manner that adequately protects 
against access by vulnerable popu-
lations; and 

(iv) The dispensers are installed in 
accordance with chapter 18.3.2.7 or 
chapter 19.3.2.7 of the 2000 edition of 
the Life Safety Code, as amended by 
NFPA Temporary Interim Amendment 
00–1(101), issued by the Standards Coun-
cil of the National Fire Protection As-
sociation on April 15, 2004. The Direc-
tor of the Office of the Federal Register 
has approved NFPA Temporary In-
terim Amendment 00–1(101) for incorpo-
ration by reference in accordance with 
5 U.S.C. 552(a) and 1 CFR part 51. A 
copy of the code is available for inspec-
tion at the CMS Information Resource 
Center, 7500 Security Boulevard, Balti-
more, MD or at the National Archives 
and Records Administration (NARA). 
For information on the availability of 
this material at NARA, call 202–741– 
6030, or go to: http://www.archives.gov/ 
federallregister/ 
codeoffederallregulations/ 
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ibrllocations.html. Copies may be ob-
tained from the National Fire Protec-
tion Association, 1 Batterymarch Park, 
Quincy, MA 02269. If any changes in the 
edition of the Code are incorporated by 
reference, CMS will publish a notice in 
the FEDERAL REGISTER to announce the 
changes. 

(e) Standard: Patient areas. The hos-
pice must provide a home-like atmos-
phere and ensure that patient areas are 
designed to preserve the dignity, com-
fort, and privacy of patients. 

(1) The hospice must provide— 
(i) Physical space for private patient 

and family visiting; 
(ii) Accommodations for family mem-

bers to remain with the patient 
throughout the night; and 

(iii) Physical space for family pri-
vacy after a patient’s death. 

(2) The hospice must provide the op-
portunity for patients to receive visi-
tors at any hour, including infants and 
small children. 

(f) Standard: Patient rooms. (1) The 
hospice must ensure that patient 
rooms are designed and equipped for 
nursing care, as well as the dignity, 
comfort, and privacy of patients. 

(2) The hospice must accommodate a 
patient and family request for a single 
room whenever possible. 

(3) Each patient’s room must— 
(i) Be at or above grade level; 
(ii) Contain a suitable bed and other 

appropriate furniture for each patient; 
(iii) Have closet space that provides 

security and privacy for clothing and 
personal belongings; 

(iv) Accommodate no more than two 
patients and their family members; 

(v) Provide at least 80 square feet for 
each residing patient in a double room 
and at least 100 square feet for each pa-
tient residing in a single room; and 

(vi) Be equipped with an easily-acti-
vated, functioning device accessible to 
the patient, that is used for calling for 
assistance. 

(4) For a facility occupied by a Medi-
care-participating hospice on Decem-
ber 2, 2008, CMS may waive the space 
and occupancy requirements of para-
graphs (f)(2)(iv) and (f)(2)(v) of this sec-
tion if it determines that— 

(i) Imposition of the requirements 
would result in unreasonable hardship 
on the hospice if strictly enforced; or 

jeopardize its ability to continue to 
participate in the Medicare program; 
and 

(ii) The waiver serves the needs of 
the patient and does not adversely af-
fect their health and safety. 

(g) Standard: Toilet and bathing facili-
ties. Each patient room must be 
equipped with, or conveniently located 
near, toilet and bathing facilities. 

(h) Standard: Plumbing facilities. The 
hospice must— 

(1) Have an adequate supply of hot 
water at all times; and 

(2) Have plumbing fixtures with con-
trol valves that automatically regulate 
the temperature of the hot water used 
by patients. 

(i) Standard: Infection control. The 
hospice must maintain an infection 
control program that protects patients, 
staff and others by preventing and con-
trolling infections and communicable 
disease as stipulated in § 418.60. 

(j) Standard: Sanitary environment. 
The hospice must provide a sanitary 
environment by following current 
standards of practice, including nation-
ally recognized infection control pre-
cautions, and avoid sources and trans-
mission of infections and commu-
nicable diseases. 

(k) Standard: Linen. The hospice must 
have available at all times a quantity 
of clean linen in sufficient amounts for 
all patient uses. Linens must be han-
dled, stored, processed, and transported 
in such a manner as to prevent the 
spread of contaminants. 

(l) Standard: Meal service and menu 
planning. The hospice must furnish 
meals to each patient that are— 

(1) Consistent with the patient’s plan 
of care, nutritional needs, and thera-
peutic diet; 

(2) Palatable, attractive, and served 
at the proper temperature; and 

(3) Obtained, stored, prepared, dis-
tributed, and served under sanitary 
conditions. 

(m) Standard: Restraint or seclusion. 
All patients have the right to be free 
from physical or mental abuse, and 
corporal punishment. All patients have 
the right to be free from restraint or 
seclusion, of any form, imposed as a 
means of coercion, discipline, conven-
ience, or retaliation by staff. Restraint 
or seclusion may only be imposed to 
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ensure the immediate physical safety 
of the patient, a staff member, or oth-
ers and must be discontinued at the 
earliest possible time. 

(1) Restraint or seclusion may only 
be used when less restrictive interven-
tions have been determined to be inef-
fective to protect the patient, a staff 
member, or others from harm. 

(2) The type or technique of restraint 
or seclusion used must be the least re-
strictive intervention that will be ef-
fective to protect the patient, a staff 
member, or others from harm. 

(3) The use of restraint or seclusion 
must be— 

(i) In accordance with a written 
modification to the patient’s plan of 
care; and 

(ii) Implemented in accordance with 
safe and appropriate restraint and se-
clusion techniques as determined by 
hospice policy in accordance with 
State law. 

(4) The use of restraint or seclusion 
must be in accordance with the order 
of a physician authorized to order re-
straint or seclusion by hospice policy 
in accordance with State law. 

(5) Orders for the use of restraint or 
seclusion must never be written as a 
standing order or on an as needed basis 
(PRN). 

(6) The medical director or physician 
designee must be consulted as soon as 
possible if the attending physician did 
not order the restraint or seclusion. 

(7) Unless superseded by State law 
that is more restrictive— 

(i) Each order for restraint or seclu-
sion used for the management of vio-
lent or self-destructive behavior that 
jeopardizes the immediate physical 
safety of the patient, a staff member, 
or others may only be renewed in ac-
cordance with the following limits for 
up to a total of 24 hours: 

(A) 4 hours for adults 18 years of age 
or older; 

(B) 2 hours for children and adoles-
cents 9 to 17 years of age; or 

(C) 1 hour for children under 9 years 
of age; and 

After 24 hours, before writing a new 
order for the use of restraint or seclu-
sion for the management of violent or 
self-destructive behavior, a physician 
authorized to order restraint or seclu-
sion by hospice policy in accordance 

with State law must see and assess the 
patient. 

(ii) Each order for restraint used to 
ensure the physical safety of the non- 
violent or non-self-destructive patient 
may be renewed as authorized by hos-
pice policy. 

(8) Restraint or seclusion must be 
discontinued at the earliest possible 
time, regardless of the length of time 
identified in the order. 

(9) The condition of the patient who 
is restrained or secluded must be mon-
itored by a physician or trained staff 
that have completed the training cri-
teria specified in paragraph (n) of this 
section at an interval determined by 
hospice policy. 

(10) Physician, including attending 
physician, training requirements must 
be specified in hospice policy. At a 
minimum, physicians and attending 
physicians authorized to order re-
straint or seclusion by hospice policy 
in accordance with State law must 
have a working knowledge of hospice 
policy regarding the use of restraint or 
seclusion. 

(11) When restraint or seclusion is 
used for the management of violent or 
self-destructive behavior that jeopard-
izes the immediate physical safety of 
the patient, a staff member, or others, 
the patient must be seen face-to-face 
within 1 hour after the initiation of the 
intervention— 

(i) By a— 
(A) Physician; or 
(B) Registered nurse who has been 

trained in accordance with the require-
ments specified in paragraph (n) of this 
section. 

(ii) To evaluate— 
(A) The patient’s immediate situa-

tion; 
(B) The patient’s reaction to the 

intervention; 
(C) The patient’s medical and behav-

ioral condition; and 
(D) The need to continue or termi-

nate the restraint or seclusion. 
(12) States are free to have require-

ments by statute or regulation that are 
more restrictive than those contained 
in paragraph (m)(11)(i) of this section. 

(13) If the face-to-face evaluation 
specified in § 418.110(m)(11) is conducted 
by a trained registered nurse, the 
trained registered nurse must consult 
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the medical director or physician des-
ignee as soon as possible after the com-
pletion of the 1-hour face-to-face eval-
uation. 

(14) All requirements specified under 
this paragraph are applicable to the si-
multaneous use of restraint and seclu-
sion. Simultaneous restraint and seclu-
sion use is only permitted if the pa-
tient is continually monitored— 

(i) Face-to-face by an assigned, 
trained staff member; or 

(ii) By trained staff using both video 
and audio equipment. This monitoring 
must be in close proximity to the pa-
tient. 

(15) When restraint or seclusion is 
used, there must be documentation in 
the patient’s clinical record of the fol-
lowing: 

(i) The 1-hour face-to-face medical 
and behavioral evaluation if restraint 
or seclusion is used to manage violent 
or self-destructive behavior; 

(ii) A description of the patient’s be-
havior and the intervention used; 

(iii) Alternatives or other less re-
strictive interventions attempted (as 
applicable); 

(iv) The patient’s condition or symp-
tom(s) that warranted the use of the 
restraint or seclusion; and the pa-
tient’s response to the intervention(s) 
used, including the rationale for con-
tinued use of the intervention. 

(n) Standard: Restraint or seclusion 
staff training requirements. The patient 
has the right to safe implementation of 
restraint or seclusion by trained staff. 

(1) Training intervals. All patient care 
staff working in the hospice inpatient 
facility must be trained and able to 
demonstrate competency in the appli-
cation of restraints, implementation of 
seclusion, monitoring, assessment, and 
providing care for a patient in re-
straint or seclusion— 

(i) Before performing any of the ac-
tions specified in this paragraph; 

(ii) As part of orientation; and 
(iii) Subsequently on a periodic basis 

consistent with hospice policy. 
(2) Training content. The hospice must 

require appropriate staff to have edu-
cation, training, and demonstrated 
knowledge based on the specific needs 
of the patient population in at least 
the following: 

(i) Techniques to identify staff and 
patient behaviors, events, and environ-
mental factors that may trigger cir-
cumstances that require the use of a 
restraint or seclusion. 

(ii) The use of nonphysical interven-
tion skills. 

(iii) Choosing the least restrictive 
intervention based on an individualized 
assessment of the patient’s medical, or 
behavioral status or condition. 

(iv) The safe application and use of 
all types of restraint or seclusion used 
in the hospice, including training in 
how to recognize and respond to signs 
of physical and psychological distress 
(for example, positional asphyxia). 

(v) Clinical identification of specific 
behavioral changes that indicate that 
restraint or seclusion is no longer nec-
essary. 

(vi) Monitoring the physical and psy-
chological well-being of the patient 
who is restrained or secluded, including 
but not limited to, respiratory and cir-
culatory status, skin integrity, vital 
signs, and any special requirements 
specified by hospice policy associated 
with the 1-hour face-to-face evaluation. 

(vii) The use of first aid techniques 
and certification in the use of 
cardiopulmonary resuscitation, includ-
ing required periodic recertification. 

(3) Trainer requirements. Individuals 
providing staff training must be quali-
fied as evidenced by education, train-
ing, and experience in techniques used 
to address patients’ behaviors. 

(4) Training documentation. The hos-
pice must document in the staff per-
sonnel records that the training and 
demonstration of competency were suc-
cessfully completed. 

(o) Standard: Death reporting require-
ments. Hospices must report deaths as-
sociated with the use of seclusion or re-
straint. 

(1) The hospice must report the fol-
lowing information to CMS: 

(i) Each unexpected death that oc-
curs while a patient is in restraint or 
seclusion. 

(ii) Each unexpected death that oc-
curs within 24 hours after the patient 
has been removed from restraint or se-
clusion. 
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(iii) Each death known to the hospice 
that occurs within 1 week after re-
straint or seclusion where it is reason-
able to assume that use of restraint or 
placement in seclusion contributed di-
rectly or indirectly to a patient’s 
death. ‘‘Reasonable to assume’’ in this 
context includes, but is not limited to, 
deaths related to restrictions of move-
ment for prolonged periods of time, or 
death related to chest compression, re-
striction of breathing or asphyxiation. 

(2) Each death referenced in this 
paragraph must be reported to CMS by 
telephone no later than the close of 
business the next business day fol-
lowing knowledge of the patient’s 
death. 

(3) Staff must document in the pa-
tient’s clinical record the date and 
time the death was reported to CMS. 

§ 418.112 Condition of participation: 
Hospices that provide hospice care 
to residents of a SNF/NF or ICF/IID. 

In addition to meeting the conditions 
of participation at § 418.10 through 
§ 418.116, a hospice that provides hos-
pice care to residents of a SNF/NF or 
ICF/IID must abide by the following ad-
ditional standards. 

(a) Standard: Resident eligibility, elec-
tion, and duration of benefits. Medicare 
patients receiving hospice services and 
residing in a SNF, NF, or ICF/IID are 
subject to the Medicare hospice eligi-
bility criteria set out at § 418.20 
through § 418.30. 

(b) Standard: Professional management. 
The hospice must assume responsi-
bility for professional management of 
the resident’s hospice services pro-
vided, in accordance with the hospice 
plan of care and the hospice conditions 
of participation, and make any ar-
rangements necessary for hospice-re-
lated inpatient care in a participating 
Medicare/Medicaid facility according 
to §§ 418.100 and 418.108. 

(c) Standard: Written agreement. The 
hospice and SNF/NF or ICF/IID must 
have a written agreement that speci-
fies the provision of hospice services in 
the facility. The agreement must be 
signed by authorized representatives of 
the hospice and the SNF/NF or ICF/IID 
before the provision of hospice serv-
ices. The written agreement must in-
clude at least the following: 

(1) The manner in which the SNF/NF 
or ICF/IID and the hospice are to com-
municate with each other and docu-
ment such communications to ensure 
that the needs of patients are ad-
dressed and met 24 hours a day. 

(2) A provision that the SNF/NF or 
ICF/IID immediately notifies the hos-
pice if— 

(i) A significant change in a patient’s 
physical, mental, social, or emotional 
status occurs; 

(ii) Clinical complications appear 
that suggest a need to alter the plan of 
care; 

(iii) A need to transfer a patient from 
the SNF/NF or ICF/IID, and the hospice 
makes arrangements for, and remains 
responsible for, any necessary contin-
uous care or inpatient care necessary 
related to the terminal illness and re-
lated conditions; or 

(iv) A patient dies. 
(3) A provision stating that the hos-

pice assumes responsibility for deter-
mining the appropriate course of hos-
pice care, including the determination 
to change the level of services pro-
vided. 

(4) An agreement that it is the SNF/ 
NF or ICF/IID responsibility to con-
tinue to furnish 24 hour room and 
board care, meeting the personal care 
and nursing needs that would have 
been provided by the primary caregiver 
at home at the same level of care pro-
vided before hospice care was elected. 

(5) An agreement that it is the hos-
pice’s responsibility to provide services 
at the same level and to the same ex-
tent as those services would be pro-
vided if the SNF/NF or ICF/IID resident 
were in his or her own home. 

(6) A delineation of the hospice’s re-
sponsibilities, which include, but are 
not limited to the following: Providing 
medical direction and management of 
the patient; nursing; counseling (in-
cluding spiritual, dietary and bereave-
ment); social work; provision of med-
ical supplies, durable medical equip-
ment and drugs necessary for the 
palliation of pain and symptoms asso-
ciated with the terminal illness and re-
lated conditions; and all other hospice 
services that are necessary for the care 
of the resident’s terminal illness and 
related conditions. 
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(7) A provision that the hospice may 
use the SNF/NF or ICF/IID nursing per-
sonnel where permitted by State law 
and as specified by the SNF/NF or ICF/ 
IID to assist in the administration of 
prescribed therapies included in the 
plan of care only to the extent that the 
hospice would routinely use the serv-
ices of a hospice patient’s family in im-
plementing the plan of care. 

(8) A provision stating that the hos-
pice must report all alleged violations 
involving mistreatment, neglect, or 
verbal, mental, sexual, and physical 
abuse, including injuries of unknown 
source, and misappropriation of patient 
property by anyone unrelated to the 
hospice to the SNF/NF or ICF/IID ad-
ministrator within 24 hours of the hos-
pice becoming aware of the alleged vio-
lation. 

(9) A delineation of the responsibil-
ities of the hospice and the SNF/NF or 
ICF/IID to provide bereavement serv-
ices to SNF/NF or ICF/IID staff. 

(d) Standard: Hospice plan of care. In 
accordance with § 418.56, a written hos-
pice plan of care must be established 
and maintained in consultation with 
SNF/NF or ICF/IID representatives. All 
hospice care provided must be in ac-
cordance with this hospice plan of care. 

(1) The hospice plan of care must 
identify the care and services that are 
needed and specifically identify which 
provider is responsible for performing 
the respective functions that have been 
agreed upon and included in the hos-
pice plan of care. 

(2) The hospice plan of care reflects 
the participation of the hospice, the 
SNF/NF or ICF/IID, and the patient and 
family to the extent possible. 

(3) Any changes in the hospice plan of 
care must be discussed with the patient 
or representative, and SNF/NF or ICF/ 
IID representatives, and must be ap-
proved by the hospice before implemen-
tation. 

(e) Standard: Coordination of services. 
The hospice must: 

(1) Designate a member of each inter-
disciplinary group that is responsible 
for a patient who is a resident of a 
SNF/NF or ICF/IID. The designated 
interdisciplinary group member is re-
sponsible for: 

(i) Providing overall coordination of 
the hospice care of the SNF/NF or ICF/ 

IID resident with SNF/NF or ICF/IID 
representatives; and 

(ii) Communicating with SNF/NF or 
ICF/IID representatives and other 
health care providers participating in 
the provision of care for the terminal 
illness and related conditions and other 
conditions to ensure quality of care for 
the patient and family. 

(2) Ensure that the hospice IDG com-
municates with the SNF/NF or ICF/IID 
medical director, the patient’s attend-
ing physician, and other physicians 
participating in the provision of care 
to the patient as needed to coordinate 
the hospice care of the hospice patient 
with the medical care provided by 
other physicians. 

(3) Provide the SNF/NF or ICF/IID 
with the following information: 

(i) The most recent hospice plan of 
care specific to each patient; 

(ii) Hospice election form and any ad-
vance directives specific to each pa-
tient; 

(iii) Physician certification and re-
certification of the terminal illness 
specific to each patient; 

(iv) Names and contact information 
for hospice personnel involved in hos-
pice care of each patient; 

(v) Instructions on how to access the 
hospice’s 24-hour on-call system; 

(vi) Hospice medication information 
specific to each patient; and 

(vii) Hospice physician and attending 
physician (if any) orders specific to 
each patient. 

(f) Standard: Orientation and training 
of staff. Hospice staff must assure ori-
entation of SNF/NF or ICF/IID staff 
furnishing care to hospice patients in 
the hospice philosophy, including hos-
pice policies and procedures regarding 
methods of comfort, pain control, 
symptom management, as well as prin-
ciples about death and dying, indi-
vidual responses to death, patient 
rights, appropriate forms, and record 
keeping requirements. 

§ 418.114 Condition of participation: 
Personnel qualifications. 

(a) General qualification requirements. 
Except as specified in paragraph (c) of 
this section, all professionals who fur-
nish services directly, under an indi-
vidual contract, or under arrangements 
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with a hospice, must be legally author-
ized (licensed, certified or registered) 
in accordance with applicable Federal, 
State and local laws, and must act only 
within the scope of his or her State li-
cense, or State certification, or reg-
istration. All personnel qualifications 
must be kept current at all times. 

(b) Personnel qualifications for certain 
disciplines. The following qualifications 
must be met: 

(1) Physician. Physicians must meet 
the qualifications and conditions as de-
fined in section 1861(r) of the Act and 
implemented at § 410.20 of this chapter. 

(2) Hospice aide. Hospice aides must 
meet the qualifications required by 
section 1891(a)(3) of the Act and imple-
mented at § 418.76. 

(3) Social worker. A person who— 
(i)(A) Has a Master of Social Work 

(MSW) degree from a school of social 
work accredited by the Council on So-
cial Work Education; or 

(B) Has a baccalaureate degree in so-
cial work from an institution accred-
ited by the Council on Social Work 
Education; or a baccalaureate degree in 
psychology, sociology, or other field re-
lated to social work and is supervised 
by an MSW as described in paragraph 
(b)(3)(i)(A) of this section; and 

(ii) Has 1 year of social work experi-
ence in a healthcare setting; or 

(iii) Has a baccalaureate degree from 
a school of social work accredited by 
the Council on Social Work Education, 
is employed by the hospice before De-
cember 2, 2008, and is not required to be 
supervised by an MSW. 

(4) Speech language pathologist. A per-
son who meets either of the following 
requirements: 

(i) The education and experience re-
quirements for a Certificate of Clinical 
Competence in speech-language pathol-
ogy granted by the American Speech- 
Language-Hearing Association. 

(ii) The educational requirements for 
certification and is in the process of ac-
cumulating the supervised experience 
required for certification. 

(5) Occupational therapist. A person 
who— 

(i)(A) Is licensed or otherwise regu-
lated, if applicable, as an occupational 
therapist by the State in which prac-
ticing, unless licensure does not apply; 

(B) Graduated after successful com-
pletion of an occupational therapist 
education program accredited by the 
Accreditation Council for Occupational 
Therapy Education (ACOTE) of the 
American Occupational Therapy Asso-
ciation, Inc. (AOTA), or successor orga-
nizations of ACOTE; and 

(C) Is eligible to take, or has success-
fully completed the entry-level certifi-
cation examination for occupational 
therapists developed and administered 
by the National Board for Certification 
in Occupational Therapy, Inc. 
(NBCOT). 

(ii) On or before December 31, 2009— 
(A) Is licensed or otherwise regu-

lated, if applicable, as an occupational 
therapist by the State in which prac-
ticing; or 

(B) When licensure or other regula-
tion does not apply— 

(1) Graduated after successful com-
pletion of an occupational therapist 
education program accredited by the 
accreditation Council for Occupational 
therapy Education (ACOTE) of the 
American Occupational Therapy Asso-
ciation, Inc. (AOTA) or successor orga-
nizations of ACOTE; and 

(2) Is eligible to take, or has success-
fully completed the entry-level certifi-
cation examination for occupational 
therapists developed and administered 
by the National Board for Certification 
in Occupational Therapy, Inc., 
(NBCOT). 

(iii) On or before January 1, 2008— 
(A) Graduated after successful com-

pletion of an occupational therapy pro-
gram accredited jointly by the com-
mittee on Allied Health Education and 
Accreditation of the American Medical 
Association and the American Occupa-
tional Therapy Association; or 

(B) Is eligible for the National Reg-
istration Examination of the American 
Occupational Therapy Association or 
the National Board for Certification in 
Occupational Therapy. 

(iv) On or before December 31, 1977— 
(A) Had 2 years of appropriate experi-

ence as an occupational therapist; and 
(B) Had achieved a satisfactory grade 

on an occupational therapist pro-
ficiency examination conducted, ap-
proved, or sponsored by the U.S. Public 
Health Service. 
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(v) If educated outside the United 
States— 

(A) Must meet both of the following: 
(1) Graduated after successful com-

pletion of an occupational therapist 
education program accredited as sub-
stantially equivalent to occupational 
therapist assistant entry level edu-
cation in the United States by one of 
the following: 

(i) The Accreditation Council for Oc-
cupational Therapy Education 
(ACOTE). 

(ii) Successor organizations of 
ACOTE. 

(iii) The World Federation of Occupa-
tional Therapists. 

(iv) A credentialing body approved by 
the American Occupational Therapy 
Association. 

(v) Successfully completed the entry 
level certification examination for oc-
cupational therapists developed and 
administered by the National Board for 
Certification in Occupational Therapy, 
Inc. (NBCOT). 

(2) On or before December 31, 2009, is 
licensed or otherwise regulated, if ap-
plicable, as an occupational therapist 
by the State in which practicing. 

(6) Occupational therapy assistant. A 
person who 

(i) Meets all of the following: 
(A) Is licensed or otherwise regu-

lated, if applicable, as an occupational 
therapy assistant by the State in which 
practicing, unless licensure does apply. 

(B) Graduated after successful com-
pletion of an occupational therapy as-
sistant education program accredited 
by the Accreditation Council for Occu-
pational Therapy Education (ACOTE) 
of the American Occupational Therapy 
Association, Inc. (AOTA) or its suc-
cessor organizations. 

(C) Is eligible to take or successfully 
completed the entry-level certification 
examination for occupational therapy 
assistants developed and administered 
by the National Board for Certification 
in Occupational Therapy, Inc. 
(NBCOT). 

(ii) On or before December 31, 2009— 
(A) Is licensed or otherwise regulated 

as an occupational therapy assistant, if 
applicable, by the State in which prac-
ticing; or any qualifications defined by 
the State in which practicing, unless 
licensure does not apply; or 

(B) Must meet both of the following: 
(1) Completed certification require-

ments to practice as an occupational 
therapy assistant established by a 
credentialing organization approved by 
the American Occupational Therapy 
Association. 

(2) After January 1, 2010, meets the 
requirements in paragraph (b)(6)(i) of 
this section. 

(iii) After December 31, 1977 and on or 
before December 31, 2007— 

(A) Completed certification require-
ments to practice as an occupational 
therapy assistant established by a 
credentialing organization approved by 
the American Occupational Therapy 
Association; or 

(B) Completed the requirements to 
practice as an occupational therapy as-
sistant applicable in the State in which 
practicing. 

(iv) On or before December 31, 1977— 
(A) Had 2 years of appropriate experi-

ence as an occupational therapy assist-
ant; and 

(B) Had achieved a satisfactory grade 
on an occupational therapy assistant 
proficiency examination conducted, ap-
proved, or sponsored by the U.S. Public 
Health Service. 

(v) If educated outside the United 
States, on or after January 1, 2008— 

(A) Graduated after successful com-
pletion of an occupational therapy as-
sistant education program that is ac-
credited as substantially equivalent to 
occupational therapist assistant entry 
level education in the United States 
by— 

(1) The Accreditation Council for Oc-
cupational Therapy Education 
(ACOTE). 

(2) Its successor organizations. 
(3) The World Federation of Occupa-

tional Therapists. 
(4) By a credentialing body approved 

by the American Occupational Therapy 
Association; and 

(5) Successfully completed the entry 
level certification examination for oc-
cupational therapy assistants devel-
oped and administered by the National 
Board for Certification in Occupational 
Therapy, Inc. (NBCOT). 

(7) Physical therapist. A person who is 
licensed, if applicable, by the State in 
which practicing, unless licensure does 
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not apply and meets one of the fol-
lowing requirements: 

(i) Graduated after successful com-
pletion of a physical therapist edu-
cation program approved by one of the 
following: 

(A) The Commission on Accreditation 
in Physical Therapy Education 
(CAPTE). 

(B) Successor organizations of 
CAPTE. 

(C) An education program outside the 
United States determined to be sub-
stantially equivalent to physical thera-
pist entry level education in the United 
States by a credentials evaluation or-
ganization approved by the American 
Physical Therapy Association or an or-
ganization identified in 8 CFR 212.15(e) 
as it relates to physical therapists. 

(D) Passed an examination for phys-
ical therapists approved by the State 
in which physical therapy services are 
provided. 

(ii) On or before December 31, 2009— 
(A) Graduated after successful com-

pletion of a physical therapy cur-
riculum approved by the Commission 
on Accreditation in Physical Therapy 
Education (CAPTE); or 

(B) Meets both of the following: 
(1) Graduated after successful com-

pletion of an education program deter-
mined to be substantially equivalent to 
physical therapist entry level edu-
cation in the United States by a cre-
dentials evaluation organization ap-
proved by the American Physical Ther-
apy Association or identified in 8 CFR 
212.15(e) as it relates to physical thera-
pists. 

(2) Passed an examination for phys-
ical therapists approved by the State 
in which physical therapy services are 
provided. 

(iii) Before January 1, 2008— 
(A) Graduated from a physical ther-

apy curriculum approved by one of the 
following: 

(1) The American Physical Therapy 
Association. 

(2) The Committee on Allied Health 
Education and Accreditation of the 
American Medical Association. 

(3) The Council on Medical Education 
of the American Medical Association 
and the American Physical Therapy 
Association. 

(iv) On or before December 31, 1977 
was licensed or qualified as a physical 
therapist and meets both of the fol-
lowing: 

(A) Has 2 years of appropriate experi-
ence as a physical therapist. 

(B) Has achieved a satisfactory grade 
on a proficiency examination con-
ducted, approved, or sponsored by the 
U.S. Public Health Service. 

(v) Before January 1, 1966— 
(A) Was admitted to membership by 

the American Physical Therapy Asso-
ciation; 

(B) Was admitted to registration by 
the American Registry of Physical 
Therapists; and 

(C) Graduated from a physical ther-
apy curriculum in a 4-year college or 
university approved by a State depart-
ment of education. 

(vi) Before January 1, 1966 was li-
censed or registered, and before Janu-
ary 1, 1970, had 15 years of fulltime ex-
perience in the treatment of illness or 
injury through the practice of physical 
therapy in which services were ren-
dered under the order and direction of 
attending and referring doctors of med-
icine or osteopathy. 

(vii) If trained outside the United 
States before January 1, 2008, meets 
the following requirements: 

(A) Was graduated since 1928 from a 
physical therapy curriculum approved 
in the country in which the curriculum 
was located and in which there is a 
member organization of the World Con-
federation for Physical Therapy. 

(B) Meets the requirements for mem-
bership in a member organization of 
the World Confederation for Physical 
Therapy. 

(8) Physical therapist assistant. A per-
son who is licensed, registered or cer-
tified as a physical therapist assistant, 
if applicable, by the State in which 
practicing, unless licensure does not 
apply and meets one of the following 
requirements: 

(i) Graduated from a physical thera-
pist assistant curriculum approved by 
the Commission on Accreditation in 
Physical Therapy Education of the 
American Physical Therapy Associa-
tion; or if educated outside the United 
States or trained in the United States 
military, graduated from an education 
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program determined to be substan-
tially equivalent to physical therapist 
assistant entry level education in the 
United States by a credentials evalua-
tion organization approved by the 
American Physical Therapy Associa-
tion or identified at 8 CFR 212.15(e); 
and 

(ii) Passed a national examination 
for physical therapist assistants. 

(A) On or before December 31, 2009, 
meets one of the following: 

(1) Is licensed, or otherwise regulated 
in the State in which practicing. 

(2) In States where licensure or other 
regulations do not apply, graduated be-
fore December 31, 2009, from a 2-year 
college-level program approved by the 
American Physical Therapy Associa-
tion and after January 1, 2010, meets 
the requirements of paragraph (b)(8) of 
this section. 

(3) Before January 1, 2008, where li-
censure or other regulation does not 
apply, graduated from a 2-year college 
level program approved by the Amer-
ican Physical Therapy Association. 

(4) On or before December 31, 1977, 
was licensed or qualified as a physical 
therapist assistant and has achieved a 
satisfactory grade on a proficiency ex-
amination conducted, approved, or 
sponsored by the U.S. Public Health 
Service. 

(c) Personnel qualifications when no 
State licensing, certification or registra-
tion requirements exist. If no State li-
censing laws, certification or registra-
tion requirements exist for the profes-
sion, the following requirements must 
be met: 

(1) Registered nurse. A graduate of a 
school of professional nursing. 

(2) Licensed practical nurse. A person 
who has completed a practical nursing 
program. 

(d) Standard: Criminal background 
checks. (1) The hospice must obtain a 
criminal background check on all hos-
pice employees who have direct patient 
contact or access to patient records. 
Hospice contracts must require that all 
contracted entities obtain criminal 
background checks on contracted em-
ployees who have direct patient con-
tact or access to patient records. 

(2) Criminal background checks must 
be obtained in accordance with State 
requirements. In the absence of State 

requirements, criminal background 
checks must be obtained within three 
months of the date of employment for 
all states that the individual has lived 
or worked in the past 3 years. 

§ 418.116 Condition of participation: 
Compliance with Federal, State, 
and local laws and regulations re-
lated to the health and safety of pa-
tients. 

The hospice and its staff must oper-
ate and furnish services in compliance 
with all applicable Federal, State, and 
local laws and regulations related to 
the health and safety of patients. If 
State or local law provides for licens-
ing of hospices, the hospice must be li-
censed. 

(a) Standard: Multiple locations. Every 
hospice must comply with the require-
ments of § 420.206 of this chapter re-
garding disclosure of ownership and 
control information. All hospice mul-
tiple locations must be approved by 
Medicare and licensed in accordance 
with State licensure laws, if applicable, 
before providing Medicare reimbursed 
services. 

(b) Standard: Laboratory services. (1) If 
the hospice engages in laboratory test-
ing other than assisting a patient in 
self-administering a test with an appli-
ance that has been approved for that 
purpose by the FDA, the hospice must 
be in compliance with all applicable re-
quirements of part 493 of this chapter. 

(2) If the hospice chooses to refer 
specimens for laboratory testing to a 
reference laboratory, the reference lab-
oratory must be certified in the appro-
priate specialties and subspecialties of 
services in accordance with the appli-
cable requirements of part 493 of this 
chapter. 

Subpart E [Reserved] 

Subpart F—Covered Services 
§ 418.200 Requirements for coverage. 

To be covered, hospice services must 
meet the following requirements. They 
must be reasonable and necessary for 
the palliation and management of the 
terminal illness as well as related con-
ditions. The individual must elect hos-
pice care in accordance with § 418.24. A 
plan of care must be established and 
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periodically reviewed by the attending 
physician, the medical director, and 
the interdisciplinary group of the hos-
pice program as set forth in § 418.56. 
That plan of care must be established 
before hospice care is provided. The 
services provided must be consistent 
with the plan of care. A certification 
that the individual is terminally ill 
must be completed as set forth in sec-
tion § 418.22. 

[74 FR 39413, Aug. 6, 2009] 

§ 418.202 Covered services. 

All services must be performed by ap-
propriately qualified personnel, but it 
is the nature of the service, rather 
than the qualification of the person 
who provides it, that determines the 
coverage category of the service. The 
following services are covered hospice 
services: 

(a) Nursing care provided by or under 
the supervision of a registered nurse. 

(b) Medical social services provided 
by a social worker under the direction 
of a physician. 

(c) Physicians’ services performed by 
a physician as defined in § 410.20 of this 
chapter except that the services of the 
hospice medical director or the physi-
cian member of the interdisciplinary 
group must be performed by a doctor of 
medicine or osteopathy. 

(d) Counseling services provided to 
the terminally ill individual and the 
family members or other persons car-
ing for the individual at home. Coun-
seling, including dietary counseling, 
may be provided both for the purpose 
of training the individual’s family or 
other caregiver to provide care, and for 
the purpose of helping the individual 
and those caring for him or her to ad-
just to the individual’s approaching 
death. 

(e) Short-term inpatient care pro-
vided in a participating hospice inpa-
tient unit, or a participating hospital 
or SNF, that additionally meets the 
standards in § 418.202 (a) and (e) regard-
ing staffing and patient areas. Services 
provided in an inpatient setting must 
conform to the written plan of care. In-
patient care may be required for proce-
dures necessary for pain control or 
acute or chronic symptom manage-
ment. 

Inpatient care may also be furnished as 
a means of providing respite for the in-
dividual’s family or other persons car-
ing for the individual at home. Respite 
care must be furnished as specified in 
§ 418.108(b). Payment for inpatient care 
will be made at the rate appropriate to 
the level of care as specified in § 418.302. 

(f) Medical appliances and supplies, in-
cluding drugs and biologicals. Only drugs 
as defined in section 1861(t) of the Act 
and which are used primarily for the 
relief of pain and symptom control re-
lated to the individual’s terminal ill-
ness are covered. Appliances may in-
clude covered durable medical equip-
ment as described in § 410.38 of this 
chapter as well as other self-help and 
personal comfort items related to the 
palliation or management of the pa-
tient’s terminal illness. Equipment is 
provided by the hospice for use in the 
patient’s home while he or she is under 
hospice care. Medical supplies include 
those that are part of the written plan 
of care and that are for palliation and 
management of the terminal or related 
conditions. 

(g) Home health or hospice aide services 
furnished by qualified aides as designated 
in § 418.76 and homemaker services. Home 
health aides (also known as hospice 
aides) may provide personal care serv-
ices as defined in § 409.45(b) of this 
chapter. Aides may perform household 
services to maintain a safe and sani-
tary environment in areas of the home 
used by the patient, such as changing 
bed linens or light cleaning and laun-
dering essential to the comfort and 
cleanliness of the patient. Aide serv-
ices must be provided under the gen-
eral supervision of a registered nurse. 
Homemaker services may include as-
sistance in maintenance of a safe and 
healthy environment and services to 
enable the individual to carry out the 
treatment plan. 

(h) Physical therapy, occupational 
therapy and speech-language pathology 
services in addition to the services de-
scribed in § 409.33 (b) and (c) of this 
chapter provided for purposes of symp-
tom control or to enable the patient to 
maintain activities of daily living and 
basic functional skills. 

(i) Effective April 1, 1998, any other 
service that is specified in the patient’s 
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plan of care as reasonable and nec-
essary for the palliation and manage-
ment of the patient’s terminal illness 
and related conditions and for which 
payment may otherwise be made under 
Medicare. 

[48 FR 56026, Dec. 16, 1983, as amended at 51 
FR 41351, Nov. 14, 1986; 55 FR 50835, Dec. 11, 
1990; 59 FR 65498, Dec. 20, 1994; 70 FR 70547, 
Nov. 22, 2005; 73 FR 32220, June 5, 2008; 74 FR 
39413, Aug. 6, 2009; 76 FR 47331, Aug. 4, 2011] 

§ 418.204 Special coverage require-
ments. 

(a) Periods of crisis. Nursing care may 
be covered on a continuous basis for as 
much as 24 hours a day during periods 
of crisis as necessary to maintain an 
individual at home. Either homemaker 
or home health aide (also known as 
hospice aide) services or both may be 
covered on a 24-hour continuous basis 
during periods of crisis but care during 
these periods must be predominantly 
nursing care. A period of crisis is a pe-
riod in which the individual requires 
continuous care to achieve palliation 
and management of acute medical 
symptoms. 

(b) Respite care. (1) Respite care is 
short-term inpatient care provided to 
the individual only when necessary to 
relieve the family members or other 
persons caring for the individual. 

(2) Respite care may be provided only 
on an occasional basis and may not be 
reimbursed for more than five consecu-
tive days at a time. 

(c) Bereavement counseling. Bereave-
ment counseling is a required hospice 
service but it is not reimbursable. 

[48 FR 56026, Dec. 16, 1983, as amended at 55 
FR 50835, Dec. 11, 1990; 74 FR 39413, Aug. 6, 
2009] 

§ 418.205 Special requirements for hos-
pice pre-election evaluation and 
counseling services. 

(a) Definition. As used in this section 
the following definition applies. 

Terminal illness has the same meaning 
as defined in § 418.3. 

(b) General. Effective January 1, 2005, 
payment for hospice pre-election eval-
uation and counseling services as speci-
fied in § 418.304(d) may be made to a 
hospice on behalf of a Medicare bene-
ficiary if the requirements of this sec-
tion are met. 

(1) The beneficiary. The beneficiary: 
(i) Has been diagnosed as having a 

terminal illness as defined in § 418.3. 
(ii) Has not made a hospice election. 
(iii) Has not previously received hos-

pice pre-election evaluation and con-
sultation services specified under this 
section. 

(2) Services provided. The hospice pre- 
election services include an evaluation 
of an individual’s need for pain and 
symptom management and counseling 
regarding hospice and other care op-
tions. In addition, the services may in-
clude advising the individual regarding 
advanced care planning. 

(3) Provision of pre-election hospice 
services. (i) The services must be fur-
nished by a physician. 

(ii) The physician furnishing these 
services must be an employee or med-
ical director of the hospice billing for 
this service. 

(iii) The services cannot be furnished 
by hospice personnel other than em-
ployed physicians, such as but not lim-
ited to nurse practitioners, nurses, or 
social workers, physicians under con-
tractual arrangements with the hos-
pice or by the beneficiary’s physician, 
if that physician is not an employee of 
the hospice. 

(iv) If the beneficiary’s attending 
physician is also the medical director 
or a physician employee of the hospice, 
the attending physician may not pro-
vide nor may the hospice bill for this 
service because that physician already 
possesses the expertise necessary to 
furnish end-of-life evaluation and man-
agement, and counseling services. 

(4) Documentation. (i) If the individ-
ual’s physician initiates the request for 
services of the hospice medical director 
or physician, appropriate documenta-
tion is required. 

(ii) The request or referral must be in 
writing, and the hospice medical direc-
tor or physician employee is expected 
to provide a written note on the pa-
tient’s medical record. 

(iii) The hospice agency employing 
the physician providing these services 
is required to maintain a written 
record of the services furnished. 

(iv) If the services are initiated by 
the beneficiary, the hospice agency is 
required to maintain a record of the 
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services and documentation that com-
munication between the hospice med-
ical director or physician and the bene-
ficiary’s physician occurs, with the 
beneficiary’s permission, to the extent 
necessary to ensure continuity of care. 

[69 FR 66425, Nov. 15, 2004] 

Subpart G—Payment for Hospice 
Care 

§ 418.301 Basic rules. 

(a) Medicare payment for covered 
hospice care is made in accordance 
with the method set forth in § 418.302. 

(b) Medicare reimbursement to a hos-
pice in a cap period is limited to a cap 
amount specified in § 418.309. 

(c) The hospice may not charge a pa-
tient for services for which the patient 
is entitled to have payment made 
under Medicare or for services for 
which the patient would be entitled to 
payment, as described in § 489.21 of this 
chapter. 

[48 FR 56026, Dec. 16, 1983, as amended at 56 
FR 26919, June 12, 1991; 70 FR 70547, Nov. 22, 
2005] 

§ 418.302 Payment procedures for hos-
pice care. 

(a) CMS establishes payment 
amounts for specific categories of cov-
ered hospice care. 

(b) Payment amounts are determined 
within each of the following categories: 

(1) Routine home care day. A routine 
home care day is a day on which an in-
dividual who has elected to receive 
hospice care is at home and is not re-
ceiving continuous care as defined in 
paragraph (b)(2) of this section. 

(2) Continuous home care day. A con-
tinuous home care day is a day on 
which an individual who has elected to 
receive hospice care is not in an inpa-
tient facility and receives hospice care 
consisting predominantly of nursing 
care on a continuous basis at home. 
Home health aide (also known as a hos-
pice aide) or homemaker services or 
both may also be provided on a contin-
uous basis. Continuous home care is 
only furnished during brief periods of 
crisis as described in § 418.204(a) and 
only as necessary to maintain the ter-
minally ill patient at home. 

(3) Inpatient respite care day. An inpa-
tient respite care day is a day on which 
the individual who has elected hospice 
care receives care in an approved facil-
ity on a short-term basis for respite. 

(4) General inpatient care day. A gen-
eral inpatient care day is a day on 
which an individual who has elected 
hospice care receives general inpatient 
care in an inpatient facility for pain 
control or acute or chronic symptom 
management which cannot be managed 
in other settings. 

(c) The payment amounts for the cat-
egories of hospice care are fixed pay-
ment rates that are established by 
CMS in accordance with the procedures 
described in § 418.306. Payment rates 
are determined for the following cat-
egories: 

(1) Routine home care. 
(2) Continuous home care. 
(3) Inpatient respite care. 
(4) General inpatient care. 
(d)(1) The intermediary reimburses 

the hospice its appropriate payment 
amount for each day for which an eligi-
ble Medicare beneficiary is under the 
hospice’s care. 

(2) Effective December 8, 2003, if a 
hospice makes arrangements with an-
other hospice to provide services under 
the circumstances specified in section 
1861(dd)(5)(D) of the Act, the inter-
mediary reimburses the hospice for 
which the beneficiary has made an 
election as described in paragraph 
(d)(1) of this section. 

(e) The intermediary makes payment 
according to the following procedures: 

(1) Payment is made to the hospice 
for each day during which the bene-
ficiary is eligible and under the care of 
the hospice, regardless of the amount 
of services furnished on any given day. 

(2) Payment is made for only one of 
the categories of hospice care described 
in § 418.302(b) for any particular day. 

(3) On any day on which the bene-
ficiary is not an inpatient, the hospice 
is paid the routine home care rate, un-
less the patient receives continuous 
care as defined in paragraph (b)(2) of 
this section for a period of at least 8 
hours. In that case, a portion of the 
continuous care day rate is paid in ac-
cordance with paragraph (e)(4) of this 
section. 

VerDate Mar<15>2010 18:38 Nov 15, 2012 Jkt 226186 PO 00000 Frm 00273 Fmt 8010 Sfmt 8010 Q:\42\42V3.TXT ofr150 PsN: PC150



264 

42 CFR Ch. IV (10–1–12 Edition) § 418.304 

(4) The hospice payment on a contin-
uous care day varies depending on the 
number of hours of continuous services 
provided. The continuous home care 
rate is divided by 24 to yield an hourly 
rate. The number of hours of contin-
uous care provided during a continuous 
home care day is then multiplied by 
the hourly rate to yield the continuous 
home care payment for that day. A 
minimum of 8 hours of care must be 
furnished on a particular day to qualify 
for the continuous home care rate. 

(5) Subject to the limitations de-
scribed in paragraph (f) of this section, 
on any day on which the beneficiary is 
an inpatient in an approved facility for 
inpatient care, the appropriate inpa-
tient rate (general or respite) is paid 
depending on the category of care fur-
nished. The inpatient rate (general or 
respite) is paid for the date of admis-
sion and all subsequent inpatient days, 
except the day on which the patient is 
discharged. For the day of discharge, 
the appropriate home care rate is paid 
unless the patient dies as an inpatient. 
In the case where the beneficiary is dis-
charged deceased, the inpatient rate 
(general or respite) is paid for the dis-
charge day. Payment for inpatient res-
pite care is subject to the requirement 
that it may not be provided consecu-
tively for more than 5 days at a time. 
Payment for the sixth and any subse-
quent day of respite care is made at the 
routine home care rate. 

(f) Payment for inpatient care is lim-
ited as follows: 

(1) The total payment to the hospice 
for inpatient care (general or respite) 
is subject to a limitation that total in-
patient care days for Medicare patients 
not exceed 20 percent of the total days 
for which these patients had elected 
hospice care. 

(2) At the end of a cap period, the 
intermediary calculates a limitation 
on payment for inpatient care to en-
sure that Medicare payment is not 
made for days of inpatient care in ex-
cess of 20 percent of the total number 
of days of hospice care furnished to 
Medicare patients. Only inpatient days 
that were provided and billed as gen-
eral inpatient or respite days are 
counted as inpatient days when com-
puting the inpatient cap. 

(3) If the number of days of inpatient 
care furnished to Medicare patients is 
equal to or less than 20 percent of the 
total days of hospice care to Medicare 
patients, no adjustment is necessary. 
Overall payments to a hospice are sub-
ject to the cap amount specified in 
§ 418.309. 

(4) If the number of days of inpatient 
care furnished to Medicare patients ex-
ceeds 20 percent of the total days of 
hospice care to Medicare patients, the 
total payment for inpatient care is de-
termined in accordance with the proce-
dures specified in paragraph (f)(5) of 
this section. That amount is compared 
to actual payments for inpatient care, 
and any excess reimbursement must be 
refunded by the hospice. Overall pay-
ments to the hospice are subject to the 
cap amount specified in § 418.309. 

(5) If a hospice exceeds the number of 
inpatient care days described in para-
graph (f)(4), the total payment for inpa-
tient care is determined as follows: 

(i) Calculate the ratio of the max-
imum number of allowable inpatient 
days to the actual number of inpatient 
care days furnished by the hospice to 
Medicare patients. 

(ii) Multiply this ratio by the total 
reimbursement for inpatient care made 
by the intermediary. 

(iii) Multiply the number of actual 
inpatient days in excess of the limita-
tion by the routine home care rate. 

(iv) Add the amounts calculated in 
paragraphs (f)(5)(ii) and (iii) of this sec-
tion. 

(g) Payment for routine home care, 
continuous home care, general inpa-
tient care and inpatient respite care is 
made on the basis of the geographic lo-
cation where the services are provided. 

[48 FR 56026, Dec. 16, 1983, as amended at 56 
FR 26919, June 12, 1991; 70 FR 45145, Aug. 4, 
2005; 70 FR 70547, Nov. 22, 2005; 72 FR 50228, 
Aug. 31, 2007; 74 FR 39414, Aug. 6, 2009] 

§ 418.304 Payment for physician and 
nurse practitioner services. 

(a) The following services performed 
by hospice physicians and nurse practi-
tioners are included in the rates de-
scribed in § 418.302: 

(1) General supervisory services of 
the medical director. 

(2) Participation in the establish-
ment of plans of care, supervision of 
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care and services, periodic review and 
updating of plans of care, and estab-
lishment of governing policies by the 
physician member of the interdiscipli-
nary group. 

(b) For services not described in para-
graph (a) of this section, a specified 
Medicare contractor pays the hospice 
an amount equivalent to 100 percent of 
the physician fee schedule for those 
physician services furnished by hospice 
employees or under arrangements with 
the hospice. Reimbursement for these 
physician services is included in the 
amount subject to the hospice payment 
limit described in § 418.309. Services 
furnished voluntarily by physicians are 
not reimbursable. 

(c) Services of the patient’s attending 
physician, if he or she is not an em-
ployee of the hospice or providing serv-
ices under arrangements with the hos-
pice, are not considered hospice serv-
ices and are not included in the 
amount subject to the hospice payment 
limit described in § 418.309. These serv-
ices are paid by the carrier under the 
procedures in subpart B, part 414 of this 
chapter. 

(d) Payment for hospice pre-election 
evaluation and counseling services. The 
intermediary makes payment to the 
hospice for the services established in 
§ 418.205. Payment for this service is set 
at an amount established under the 
physician fee schedule, for an office or 
other outpatient visit for evaluation 
and management associated with pre-
senting problems of moderate severity 
and requiring medical decision-making 
of low complexity other than the por-
tion of the amount attributable to the 
practice expense component. Payment 
for this pre-election service does not 
count towards the hospice cap amount. 

(e)(1) Effective December 8, 2003, 
Medicare pays for attending physician 
services provided by nurse practi-
tioners to Medicare beneficiaries who 
have elected the hospice benefit and 
who have selected a nurse practitioner 
as their attending physician. This ap-
plies to nurse practitioners without re-
gard to whether they are hospice em-
ployees. 

(2) Nurse practitioners may bill and 
receive payment for services only if 
the— 

(i) Nurse practitioner is the bene-
ficiary’s attending physician as defined 
in § 418.3; 

(ii) Services are medically reasonable 
and necessary; 

(iii) Services are performed by a phy-
sician in the absence of the nurse prac-
titioner; and 

(iv) Services are not related to the 
certification of terminal illness speci-
fied in § 418.22. 

(3) Payment for nurse practitioner 
services are made at 85 percent of the 
physician fee schedule amount. 

[48 FR 56026, Dec. 16, 1983, as amended at 69 
FR 66426, Nov. 15, 2004; 70 FR 45145, Aug. 4, 
2005; 70 FR 70547, Nov. 22, 2005] 

§ 418.306 Determination of payment 
rates. 

(a) Applicability. CMS establishes pay-
ment rates for each of the categories of 
hospice care described in § 418.302(b). 
The rates are established using the 
methodology described in section 
1814(i)(1)(C) of the Act. 

(b) Payment rates. The payment rates 
for routine home care and other serv-
ices included in hospice care are as fol-
lows: 

(1) The following rates, which are 120 
percent of the rates in effect on Sep-
tember 30, 1989, are effective January 1, 
1990 through September 30, 1990 and Oc-
tober 21, 1990 through December 31, 
1990: 
Routine home care ........................... $75.80 
Continuous home care: 

Full rate for 24 hours ................. 442.40 
Hourly rate ................................ 18.43 

Inpatient respite care ...................... 78.40 
General inpatient care ..................... 337.20 

(2) Except for the period beginning 
October 21, 1990, through December 31, 
1990, the payment rates for routine 
home care and other services included 
in hospice care for Federal fiscal years 
1991, 1992, and 1993 and those that begin 
on or after October 1, 1997, are the pay-
ment rates in effect under this para-
graph during the previous fiscal year 
increased by the market basket per-
centage increase as defined in section 
1886(b)(3)(B)(iii) of the Act, otherwise 
applicable to discharges occurring in 
the fiscal year. The payment rates for 
the period beginning October 21, 1990, 
through December 31, 1990, are the 
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same as those shown in paragraph 
(b)(1) of this section. 

(3) For Federal fiscal years 1994 
through 2002, the payment rate is the 
payment rate in effect during the pre-
vious fiscal year increased by a factor 
equal to the market basket percentage 
increase minus— 

(i) 2 percentage points in FY 1994; 
(ii) 1.5 percentage points in FYs 1995 

and 1996; 
(iii) 0.5 percentage points in FY 1997; 

and 
(iv) 1 percentage point in FY 1998 

through FY 2002. 
(4) For Federal fiscal year 2001, the 

payment rate is the payment rate in ef-
fect during the previous fiscal year in-
creased by a factor equal to the market 
basket percentage increase plus 5 per-
centage points. However, this payment 
rate is effective only for the period 
April 1, 2001 through September 30, 
2001. For the period October 1, 2000 
through March 31, 2001, the payment 
rate is based upon the rule under para-
graph (b)(3)(iv) of this section. The pay-
ment rate in effect during the period 
April 1, 2001 through September 30, 2001 
is considered the payment rate in ef-
fect during fiscal year 2001. 

(5) The payment rate for hospice 
services furnished during fiscal years 
2001 and 2002 is increased by an addi-
tional 0.5 percent and 0.75 percent, re-
spectively. This additional amount is 
not included in updating the payment 
rate as described in paragraph (b)(3) of 
this section. 

(c) Adjustment for wage differences. 
Each hospice’s labor market is deter-
mined based on definitions of Metro-
politan Statistical Areas (MSAs) issued 
by OMB. CMS will issue annually, in 
the FEDERAL REGISTER, a hospice wage 
index based on the most current avail-
able CMS hospital wage data, including 
changes to the definition of MSAs. The 
urban and rural area geographic classi-
fications are defined in 
§ 412.64(b)(1)(ii)(A) through (C) of this 
chapter. The payment rates established 
by CMS are adjusted by the inter-
mediary to reflect local differences in 
wages according to the revised wage 
data. 

(d) Federal Register notices. CMS pub-
lishes as a notice in the FEDERAL REG-
ISTER any proposal to change the meth-

odology for determining the payment 
rates. 

[56 FR 26919, June 12, 1991, as amended at 59 
FR 26960, May 25, 1994; 62 FR 42882, Aug. 8, 
1997; 70 FR 70548, Nov. 22, 2005; 73 FR 46486, 
Aug. 8, 2008] 

§ 418.307 Periodic interim payments. 

Subject to the provisions of § 413.64(h) 
of this chapter, a hospice may elect to 
receive periodic interim payments 
(PIP) effective with claims received on 
or after July 1, 1987. Payment is made 
biweekly under the PIP method unless 
the hospice requests a longer fixed in-
terval (not to exceed one month) be-
tween payments. The biweekly interim 
payment amount is based on the total 
estimated Medicare payments for the 
reporting period (as described in 
§§ 418.302–418.306). Each payment is 
made 2 weeks after the end of a bi-
weekly period of service as described in 
§ 413.64(h)(5) of this chapter. Under cer-
tain circumstances that are described 
in § 413.64(g) of this chapter, a hospice 
that is not receiving PIP may request 
an accelerated payment. 

[59 FR 36713, July 19, 1994] 

§ 418.308 Limitation on the amount of 
hospice payments. 

(a) Except as specified in paragraph 
(b) of this section, the total Medicare 
payment to a hospice for care furnished 
during a cap period is limited by the 
hospice cap amount specified in 
§ 418.309. 

(b) Until October 1, 1986, payment to 
a hospice that began operation before 
January 1, 1975 is not limited by the 
amount of the hospice cap specified in 
§ 418.309. 

(c) The intermediary notifies the hos-
pice of the determination of program 
reimbursement at the end of the cap 
year in accordance with procedures 
similar to those described in § 405.1803 
of this chapter. 

(d) Payments made to a hospice dur-
ing a cap period that exceed the cap 
amount are overpayments and must be 
refunded. 

[48 FR 56026, Dec. 16, 1983; 48 FR 57282, Dec. 
29, 1983] 
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§ 418.309 Hospice aggregate cap. 
A hospice’s aggregate cap is cal-

culated by multiplying the adjusted 
cap amount (determined in paragraph 
(a) of this section) by the number of 
Medicare beneficiaries, as determined 
by one of two methodologies for deter-
mining the number of Medicare bene-
ficiaries for a given cap year described 
in paragraphs (b) and (c) of this sec-
tion: 

(a) The cap amount is $6,500 per year 
and is adjusted for inflation or defla-
tion for cap years that end after Octo-
ber 1, 1984, by using the percentage 
change in the medical care expenditure 
category of the Consumer Price Index 
(CPI) for urban consumers that is pub-
lished by the Bureau of Labor Statis-
tics. This adjustment is made using the 
change in the CPI from March 1984 to 
the fifth month of the cap year. The 
cap year runs from November 1 of each 
year until October 31 of the following 
year. 

(b) Streamlined methodology defined. A 
hospice’s aggregate cap is calculated 
by multiplying the adjusted cap 
amount determined in paragraph (a) of 
this section by the number of Medicare 
beneficiaries as determined in para-
graphs (b)(1) and (2) of this section. For 
purposes of the streamlined method-
ology calculation— 

(1) In the case in which a beneficiary 
received care from only one hospice, 
the hospice includes in its number of 
Medicare beneficiaries those Medicare 
beneficiaries who have not previously 
been included in the calculation of any 
hospice cap, and who have filed an elec-
tion to receive hospice care in accord-
ance with § 418.24 during the period be-
ginning on September 28 (34 days before 
the beginning of the cap year) and end-
ing on September 27 (35 days before the 
end of the cap year), using the best 
data available at the time of the cal-
culation. 

(2) In the case in which a beneficiary 
received care from more than one hos-
pice, each hospice includes in its num-
ber of Medicare beneficiaries only that 
fraction which represents the portion 
of a patient’s total days of care in all 
hospices and all years that was spent 
in that hospice in that cap year, using 
the best data available at the time of 
the calculation. The aggregate cap cal-

culation for a given cap year may be 
adjusted after the calculation for that 
year based on updated data. 

(c) Patient-by-patient proportional 
methodology defined. A hospice’s aggre-
gate cap is calculated by multiplying 
the adjusted cap amount determined in 
paragraph (a) of this section by the 
number of Medicare beneficiaries as de-
scribed in paragraphs (c)(1) and (2) of 
this section. For the purposes of the 
patient-by-patient proportional meth-
odology— 

(1) A hospice includes in its number 
of Medicare beneficiaries only that 
fraction which represents the portion 
of a patient’s total days of care in all 
hospices and all years that was spent 
in that hospice in that cap year, using 
the best data available at the time of 
the calculation. The total number of 
Medicare beneficiaries for a given hos-
pice’s cap year is determined by sum-
ming the whole or fractional share of 
each Medicare beneficiary that re-
ceived hospice care during the cap 
year, from that hospice. 

(2) The aggregate cap calculation for 
a given cap year may be adjusted after 
the calculation for that year based on 
updated data. 

(d) Application of methodologies. (1) 
For cap years ending October 31, 2011 
and for prior cap years, a hospice’s ag-
gregate cap is calculated using the 
streamlined methodology described in 
paragraph (b) of this section, subject to 
the following: 

(i) A hospice that has not received a 
cap determination for a cap year end-
ing on or before October 31, 2011 as of 
October 1, 2011, may elect to have its 
final cap determination for such cap 
years calculated using the patient-by- 
patient proportional methodology de-
scribed in paragraph (c) of this section; 
or 

(ii) A hospice that has filed a timely 
appeal regarding the methodology used 
for determining the number of Medi-
care beneficiaries in its cap calculation 
for any cap year is deemed to have 
elected that its cap determination for 
the challenged year, and all subsequent 
cap years, be calculated using the pa-
tient-by-patient proportional method-
ology described in paragraph (c) of this 
section. 
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(2) For cap years ending October 31, 
2012, and all subsequent cap years, a 
hospice’s aggregate cap is calculated 
using the patient-by-patient propor-
tional methodology described in para-
graph (c) of this section, subject to the 
following: 

(i) A hospice that has had its cap cal-
culated using the patient-by-patient 
proportional methodology for any cap 
year(s) prior to the 2012 cap year is not 
eligible to elect the streamlined meth-
odology, and must continue to have the 
patient-by-patient proportional meth-
odology used to determine the number 
of Medicare beneficiaries in a given cap 
year. 

(ii) A hospice that is eligible to make 
a one-time election to have its cap cal-
culated using the streamlined method-
ology must make that election no later 
than 60 days after receipt of its 2012 cap 
determination. A hospice’s election to 
have its cap calculated using the 
streamlined methodology would re-
main in effect unless: 

(A) The hospice subsequently submits 
a written election to change the meth-
odology used in its cap determination 
to the patient-by-patient proportional 
methodology; or 

(B) The hospice appeals the stream-
lined methodology used to determine 
the number of Medicare beneficiaries 
used in the aggregate cap calculation. 

(3) If a hospice that elected to have 
its aggregate cap calculated using the 
streamlined methodology under para-
graph (d)(2)(ii) of this section subse-
quently elects the patient-by-patient 
proportional methodology or appeals 
the streamlined methodology, under 
paragraph (d)(2)(ii)(A) or (B) of this 
section, the hospice’s aggregate cap de-
termination for that cap year and all 
subsequent cap years is to be cal-
culated using the patient-by-patient 
proportional methodology. As such, 
past cap year determinations may be 
adjusted to prevent the over-counting 
of beneficiaries, subject to existing re-
opening regulations. 

[48 FR 56026, Dec. 16, 1983, as amended at 76 
FR 47332, Aug. 4, 2011] 

§ 418.310 Reporting and recordkeeping 
requirements. 

Hospices must provide reports and 
keep records as the Secretary deter-

mines necessary to administer the pro-
gram. 

§ 418.311 Administrative appeals. 

A hospice that believes its payments 
have not been properly determined in 
accordance with these regulations may 
request a review from the intermediary 
or the Provider Reimbursement Review 
Board (PRRB) if the amount in con-
troversy is at least $1,000 or $10,000, re-
spectively. In such a case, the proce-
dure in 42 CFR part 405, subpart R, will 
be followed to the extent that it is ap-
plicable. The PRRB, subject to review 
by the Secretary under § 405.1874 of this 
chapter, shall have the authority to de-
termine the issues raised. The methods 
and standards for the calculation of the 
statutorily defined payment rates by 
CMS are not subject to appeal. 

[74 FR 39414, Aug. 6, 2009] 

Subpart H—Coinsurance 

§ 418.400 Individual liability for coin-
surance for hospice care. 

An individual who has filed an elec-
tion for hospice care in accordance 
with § 418.24 is liable for the following 
coinsurance payments. Hospices may 
charge individuals the applicable coin-
surance amounts. 

(a) Drugs and biologicals. An indi-
vidual is liable for a coinsurance pay-
ment for each palliative drug and bio-
logical prescription furnished by the 
hospice while the individual is not an 
inpatient. The amount of coinsurance 
for each prescription approximates 5 
percent of the cost of the drug or bio-
logical to the hospice determined in ac-
cordance with the drug copayment 
schedule established by the hospice, ex-
cept that the amount of coinsurance 
for each prescription may not exceed 
$5. The cost of the drug or biological 
may not exceed what a prudent buyer 
would pay in similar circumstances. 
The drug copayment schedule must be 
reviewed for reasonableness and ap-
proved by the intermediary before it is 
used. 

(b) Respite care. (1) The amount of co-
insurance for each respite care day is 
equal to 5 percent of the payment made 
by CMS for a respite care day. 
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(2) The amount of the individual’s co-
insurance liability for respite care dur-
ing a hospice coinsurance period may 
not exceed the inpatient hospital de-
ductible applicable for the year in 
which the hospice coinsurance period 
began. 

(3) The individual hospice coinsur-
ance period— 

(i) Begins on the first day an election 
filed in accordance with § 418.24 is in ef-
fect for the beneficiary; and 

(ii) Ends with the close of the first 
period of 14 consecutive days on each of 
which an election is not in effect for 
the beneficiary. 

§ 418.402 Individual liability for serv-
ices that are not considered hospice 
care. 

Medicare payment to the hospice dis-
charges an individual’s liability for 
payment for all services, other than 
the hospice coinsurance amounts de-
scribed in § 418.400, that are considered 
covered hospice care (as described in 
§ 418.202). The individual is liable for 
the Medicare deductibles and coinsur-
ance payments and for the difference 
between the reasonable and actual 
charge on unassigned claims on other 
covered services that are not consid-
ered hospice care. Examples of services 
not considered hospice care include: 
Services furnished before or after a 
hospice election period; services of the 
individual’s attending physician, if the 
attending physician is not an employee 
of or working under an arrangement 
with the hospice; or Medicare services 
received for the treatment of an illness 
or injury not related to the individual’s 
terminal condition. 

§ 418.405 Effect of coinsurance liability 
on Medicare payment. 

The Medicare payment rates estab-
lished by CMS in accordance with 
§ 418.306 are not reduced when the indi-
vidual is liable for coinsurance pay-
ments. Instead, when establishing the 
payment rates, CMS offsets the esti-
mated cost of services by an estimate 
of average coinsurance amounts hos-
pices collect. 

[56 FR 26919, June 12, 1991] 
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PATIENT DEPARTMENT SERVICES 
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